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it does to you. I am talking about health effects.

MS., PATTON: This is the peint I made earlier,
many of these people did initially make claims of health
effects. We did not have them present testimonf on those
claims because of the reason you are talking about, the
documentation of those claims is very difficult in some
cases.

DR. BRICK: Was there any pattern in these
clgim;, health similaritigs or adverse effects?

MS. PATTON: This is not a part of our hearing
record. I will comment te you that in some cases it

did come out but it was not part of the planned

testimony.

1 can give you information'from our witnesses
but it was not part of the heaxirig record.

_'Most of these people experienced a generalized
Xind of maldise in the sense of vomiting and nausea,
headaches. They report £lu like symptoms. This is not
all of the people but some of then.

It is a pattern that goes with varying parts
of that spectrum. I caznnot tell you anything more
definite than that. In some case; they did have medical
documentation but we did not go into that for our hearing.

DR. BRICK: Thank you.

CHAIRMAN SHEPARD: Major Brown?
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MAJOR BROWN: Did EPA in its label usage
designation require the applicator to apply the pesticide
aerially for under certain conditions, mainiy, wind
conditions?

MS. PATTON: In some cases it is the labels
and in some cases it is state legislation. This is one
of the things that is very variable across the country.,

Many states do have requirements that it be
required only when the wind is less than seven miles
per hour or five miles per hour, the humidity is below
a ceftain point and the temperature is below a certain
point, This is to avoid volatilization drift,

The label has certain restrictions along that
line although not as to temperature. The label says
"keep out of water," without telling you how you are
supposed to keep it out of water.

Oregon is one example of a state that has
fairly stringent regulations in the sense that they
require buffer strips in certain cases.

Across the country it is quite vériable in
' tergs of what the real requirements are.

The EPA labels say "keep out of water' plus
a few other things. It does not have itemized
prohibitions on use in a broad sense. It does in a

narrow. sense.
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29.
ll CHAIRMAN SHEPARD: Dr. Lingeman?

DR. LINGEMAN: Did you say that EPA is not,

MS. PATTON: We have not presented testimony on

DR, LINGEMAN: Is anyone in the country, in any

laddre381ng the health effects?
’agency systematically keeping track of people who complain of]
symptoms relating to those incidents?
MS. PATTON: The EPA keeps a2 file on the
claims. There are numerous claims. The problem is with
documentation of the claims. For the attorneys and
scientists working on the case, this has been one of the
most difficult tasks, locating records to document the

things people say. In some cases we find them and in

| some cases we do not.

[ .
b EPA plus a number of state agencies do in

Ifact keep records of the reports people make to them. In

i I think the reason they do not investigate,

some cases they are investigated and in many more cases,

they are not investigated either by EPA or other sources.

! when you talk to the people, is partly resources, partly

it is not knowing what they will do once they investigate.

1 think it is that kind of a situation.

I do not want to overstate the case. There
r are reports that do exist. I would say for the most part
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they are uninvestigated.

DR. LINGEMAN: Maybe there should be a
national register of complaints filed in a systematic
manner similar to the one with the VA's register for
veterans.

MS. PATTON: EPA does collect those. It is
a matter of the, follow-up. That is where thelquestian
lies, '

CHATRMAN SHEPARD: What part of EPA is doing
that?

MS. PATTON: Mr., James Boland énd Mr. Frank
DeVito are the persons that I think of being in charge.
This is called the PIM system, pesticide incident
monitoring system. Other state ag?ncies feed into it.

Some of our case histories are located there.
Others we located in the state offices themselves, In
not all cases does it reach EPA,

There are a number of institutions that have
things in place to deal with it but I am not sure just
how coordinated it is.

CHAIRMAN SHEPARN: Dr. Murphy?

DR. MURPHY: You mentioned youw did have
a presentation regarding epidemiology. You mentioned
the Alsca, Swedish and German studies.

Can you comment regarding the status of the
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I validity of those studies?

MS. PATTON: I would rather not. I am just
trying to be judicious. Testimony is yet to come both
from EPA and Dow on all of those studies. I think it is
inappropriate for me to comment at this time.

DR, MURPHY: We have at various times heard
from EPA sources, I think, public and private, tﬁat the
Alsea study was.good, that it was not so good, that;it
had changes of position.

In a nutshell, how did the presentations come
off, equivocal or unequivocal?

MS. PATTON: Just on the Alsea study?

DR. MURPHY: Yes.

MS. PATTON: (Pause.)

DR. MURPHY: That is all right.

MS. PATTON: My silénce should not be
interpreted to mean anything‘other than 1 am an attorney
attempting not to make any comment on the case.

DR, MIRPHY: Thank you. I might say we are
very privileged to have Ms. Patton here. We should make
an attempt not to put her on the spot. She is in a very
sensitive position. ’

Dr. Suskind?

DR. SUSKIND: I have one comment and one

question. With respect to the Alsea study, those of you
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who are not aware of it, there are two reports from
Oregon State University which attempts to assess the
yalidity of that study. I_would refer you to that study.
There are two volumes to wit. It was supported'by

the NIEHS.

I will not comment on the conclusions of that
study. I will leave it to the reader to draw conclusions
for him or herself.

The question is about the incidents reported
which involved farm animals aﬁd which involved wildlife.

Is there any information you can give us
about that even though the clinical information is
perhaps not really discussable?

MS. PATTON: I_am trying to limit myself to
the testimony that has beén presented as opposed to the
other information that we keep receiving.

Because of the documentation problem, we did
not present directly any testimony on the farm animal
effects, even though the PIM system has such reports.

Attempting to trace-them back and get
veteranarian confirmation reports, we find it does not
exist, not that they investigated ‘and found nothing But
for the most part, it was not investigated,

People planned to take the animals they thought
had beeh affected and they did noi follow up or they took
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them to someone who did not examine them. It is a
situation again of very limited follow-up,

The reason the case histories were }imited to
the residue and pathology information was that was the
one place where there was follow-up,

| We did have testimony from a witness in Oregon
and this is in the hearing record, although it came out
on cross examination, It was not a part of her direct
testimony. 1In one of the Oregon forest areas, there had

beeq reports of high incidences of abortion in sheep, I

 believe, near a spray area in Oregon.

That was undocumented. It was a sheep
population that prior to spraying had given birth to
so many offspring on a regular basis for a number of
years and then in a certain yearifollowing spraying,
there were 13 abortions which was very unusual to these
farmers. |

We know nothing more about it than that. It

came out on cross examination. It was not something we

had asked the witness to testify about on her direct

testimony,

-~

1 cannot tell you anything more than that.
There are many reports. The PIM system has them. Our
rebuttal files have them, but they have not been

investigated.
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DR. SUSKIND: Are there any reports on effects
on wildlife, on birds, forest mammals? When DDT was
studjed thoroughly or not so thoroughly, one of the
bbvious effects was on avian species and on othér
wildlife,

MS. PATTON: 1 am not aware of any studies
in that area besides the studjes of Dr. Young at
the Egland Air Force Base. His studies, according to
his testimony, indicate there are no such effects. This
is his testimony. How this will be presented down the
line, I cannot comment on at this time.

Let me back up on one point on your question
about the Alsea study. 1Is it correct that NIEHS did
suppoft the Oregon State study?

| DR. ROGAN: There is money for an
administrative study and ad hoc studies, things like
that being appropriated that do not require a separate
grant. Whether or not those studies were funded out of
that area, 1 do not know.

I do not know of a specific grént put in
to do those analyses of Alsea I and Alsea II. 1[I think
the time span was too short. If it’was funded by NIEHS,
it was done so on that basis. |

MS. PATTON: I was just trying to clarify that ‘
in terms ‘of your record. That was the first time I had
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heard NIEHS had sponsored it.

Anyone is welcome to the testimony of our
witnesses, The transcripts.are available, If anyone
wants to review the cross examination of our witnesses,
they are perfectly free to do so. I would be glad to
send you transcripts.

I just did not want to comment on my Own views
of how that went. I will be pleased to send tranScripts

so you can make your own judgments. We can send you

both the written testimony and the cross examination if

you wish.

CHAIRMAN SHEPARD: Thank yoﬁ. Dr. Brick?

DR. BRICK: As a general question and this
has nothing to do with your case, since you are an
attorney, there must have been some iegal cases that
have been brought against the spraye}, et cetera, by
civilians who allege certain health effects.

Where can you get such 1nformat10n’ Are you

aware of any such cases? How would you become aware of

‘any such cases?

MS. PATTON: There are cases pending now.

Some people we considered to have as witnesses we decided

”,

against having as witnesses preciselv because thev

had cases pending on this very question and we felt it
might be an interference one way or the other.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRISERS
1330 VERMONT AVENUE, NW

{202) 234-443) WASHINGTON, b.C. 20003




36.

|

o

a0 -3

w

10
11
12
13

14

18
17
18

™

24

25

1

l

!
|

[

|
l

T am not aware of any cases that have been

decided at this point. I am not sure that many of thenm

are actually underway. There are a number of them in the

court that are very active right now.

DR, BRICK: Mr. Chairman, you might ask that

question of

the General Counsel. I think it is worthwhile

to follow this up with reference to what Dr. Lingeman

pointed out

» some sort of a register on civilians who

allege effects from dioxin, health effects,

 CHAIRMAN SHEPARD: That is a good point,

Dr. Brick.

the dioxin

1 have made a note of that. .
I think maybe when Dr. Honchar speaks about

registry which I am very much looking forward

to, we can address some of that to her, It may well be

in the proc

b cffort ongo

wanted to a

ess of the dioxin registr&,-there is such an
ing.

Dr. Gross, did you have anything more you
dd?

DR. GROSS: No, Mr. Chairman.

CHAIRMAM SHEPARD: Are there any other

questions for Ms. Patton?

{No response.) ,

CHAIRMAN SHEPARD: We really appreciate your

participation. Thank you for being here and bringing us

up to date.

{2021 234.4433

I think it is an area we are all very
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interested in and we will be following closely.

MS. PATTON: Thank you.

CHAIRMAN SHEPARD: 1 would liie to remind our
guests that there will be an opportunity to ask questions
at the close of the formal agenda. I would encourage you
to write your questions down., Mrs. Williams will assist
you in that pro;ess; She has cards and writing materials
in the back of the room, |

I understand some of you have not yet
registered. It is very helpful to us for all of you to

tegister., If you have not done so, pleaEe do so at any

. point convenient to you.

I would like tq deviate from the agenda
slightly, I want very muﬁh for Mr. Cleland to be here
for certain portions of the agenda but he is not due
to arrive for another few minutes.

I would like to turn the floor over to
Dr. Suskind and ask him to discuss two areas or to lead
the discussion in two areas,

As you all know, Dr. Raymond Suskind has been
following a number of the industrial exposures, We would
like to have him bring us up to date as to his efforts in
that area. If time permits, we would like him to lead
a discussion on the foreign articles that have been

alluded to so often.

NEAL R. GROSS
COURT REPORTERS AMD TRANSCRIBERS

alas rsmmiimmastr A WELIE RIS




38.

10
11
12
13
14
15
16
17
18

19

2 ® B B

Dr. Suskind?

REPORT OX FOLLOW-UP ON INDUSTRIAL EXPOSHRE

DATA AND DISCUSSION ON SWEDISII AND WEST

GERMAN STUDIES - BY DR. RAYMOND SUSKIND

DR. SUSKIND: Thank you very much.

I have been asked to start the discussion of
the current status of industrially exposed workers in
the United States and also to introduce the discussion
on the studies in Sweden which I think most of the Panel
has reviewed or most of the Committee has reviewed, and
the West German report.

Insofar as the work going on:}n the United
States, I am aware of four studies relating to the two
populations., One, the population exposed in the Monsanto
plant in Nitro, West Virgﬁnia. The initiation of that
exposure was in 1948, The first evidence of any health
effects emerged from a run away reaction which occurred
in March of 19489,

The population in that plant was exposed to
a brocess making 2,4,5-T from 1948 until 1969.

A mortality analysis of workers who were
exposed to the run away reaction,~the TCP run away reactioﬁ
TCP is an intermediate in the manufacture of 2,4,5-T,
was completed and published. I think the Panel has
already discussed that at the last meéting;

A mortality analysis of yorkers in the same
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” plant, not ‘only those exposed to the run away reaction
| ;
which totaled 122 and probably the most heavily exposed

i to TCP and its contaminants from the kettle which was

involved, very similar to the Seveso episode.
The workers who were exposed from 1955 on
to the manufacture of 2,4,5-T, that probably will include
about 400 total employees, A mortality analysis is
being completed on that group.
In addition, 435 workers divided up into
three different cohorts were examined late last year by
a clinical epidemiologic study, hands on examinhation
and thg three cohorts consisted of persdns with a record
of adverse reactions, of chloracne and other symptoms,
other clihical findings, who were exposed to the process,
and an equal nﬁmber or almost equal number of persons
without record of adverse effects who were exposed to
the process and then a control group of workers in the
same plant who were not exposed to the 2,4,5-T process.
The analysis of that data is in process and
we should have a preliminary report within the next

couple of months.

In addition to that pdpulation, there is a
study of workers in a plant which made pentachlorophenal
from the 1940's up until 1978 in Sauget, I11inois. In
that same plant, workers who were exposéd to
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pentachlorophenol were also exposed to ortho and
parachlorophenol. An examination was done last October.
The data from that study is just about completed and

an analysis should be out very shortly. ‘

I do know the Dow group is continuing to
analyze.the clinical information that it has accumulated
over the years of two populations that were exposed to
the manufagture of 2,4,5~T,

The first report about that first group was

published in the January issue of the Journal of

Occupational Medicine.

They are still gathering data on the second
group. I have no idea when that information will be
published.

Dr. Selikoff did an éxamination of the Nitro
group but examined active workers rather than a group
of cohorts which involved retirees as well as active
workers.,

There may be others going on that 1 am not
aware of.’

Perhaps we should pause and see if there

”

is discussion of groups in the continental United States.

CHAIRMAN SHEPARD: Are there any questions
for Dr. Suskind or any points of discussion?

Dr. Kearney?

MEAL R. GROSS
COURT REPORTIRS &ME YRAMSCRINERS

1330 VERMONT AVEMUE, KW
11021 224-442% WatMINAYAN BT 20A0%




10
11
12
13
14
15
16
17
18

19

21

22

2

4,

DR. KEARNEY: Dr. Suskind, do you know the
status of tﬁe study at Jackson, Arkapsas that is underway?

DR, SUSKIND: Jacksonville, The data is
being analyzed. This is the Vertec plant which made
2,4,5-T. Dr., Selikoff did a study, a hands-on
examination, and did get some environmental information
as well. I do not think that has been published yet.

DR. KEARNEY: We have heard much about these
studies. Do you have any idea of a timeframe in which we
will hear case by case the results of these |
investigations?

DR. SUSKIND: As you well kngw, computerized
information which is programmed, sometimes it is not
easy to predict when the analysis is. going to be
available. We thought for the Nitro. study, thaf we would
have.had tﬁis information before now., Unfortunately,
we have to compete for computer time and computer space
and epidemiologic and statistical resources with the
rest of our institutions.

I would assume with respect to the clinical
epidemiologic results in the Nitro group, we should have
a preliminary report in the next few months.

DR. HONCHAR: Dr. Suskind, I have a few
questions of a design nature with reggrd to some of the

studies you mentioned.
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With respect to the mortality analvsis of the

Nitro population, you mentioned 2,4,5-T was being

.synthesized there starting in 1948 but you were looking

at the mortality experience of people exposed since 1955,

DR. SUSKIND: The employment statistics
apparently are not as accurate as they might be for the
period from 1948 to 1955.

it would be more important to have the
population -- we originally started out with that idea
that we were going to take the whole population froml
1948 on.

The number of records apparegtly that were
missing, employment records, were such that the
epidemiology group felt it would be better to take the
group. from 1955 on. That does not include the group
exposed to the run away reaction.

DR. HONCHAR: If I could ask you about the
control for that study. Can you easily summarize what
their exposures might have been? You said they were
from the same plant.

DR. SUSKIND: The plant manufactured 2,4,5-T
incidental to its major manufacturing objectives, and that
was to manufacture rubber additives. The plant
originally back in the 1920's was solely devoted to the ‘
manufaéture of rubber additives.
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There are any number of compounds to which

~people might have been exposed to which also were toxic.

The group that was exposed from 195C on
some of them were exposed to paraminobiphenyl. There was
a small epidemic of bladder cancer.

Some of the workers in that 1955 to 1968 group
were also exposgd to paraminobiphenyl and they developed
bladder cancers and they are still being monitored for
bladder cancer.

| The population, the control population, iﬁ not
necessarily one which is exposed to non-toxic materials.
They also have been exposed to toxic ma;erials.

I think this is a very important consideration.
I think in the Swedish studies we have a difficult time
knowing what else these people were really exposed to
in the case control studies.

CHAIRMAN SHEPARD: Géod morning, Mr. Cleland.
We are most pleased that you could take time from your
busy schedule to be with us this morning.

MR. CLELAND: Thank you very much. Good.
morning, all,

COMMENTS FROM THE ADMINISTRATOR OF VETERANS AFFAIRS

MR. CLELAND: You might have heard, but I
would like to bring to your attention a study just

released by the Nationél Toxicology Program in regard to
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200 male mice who were examined and their offspring

: failed to indicate that heavy exposure to simulated

‘Agent Orange resulted in a loss of fertility or an
abnormal number of offspring with birth defects.,

Apparently fhe test examines some 3,000
near term fetuses and 2,000 live offspring.

According to Dr. James Lamb of the National
Toxicology Program, and I quote, "“We failed to get any
indication of a significant increase in birth defects
or decreased fertility." | |

Also quoting from Dr. Lamb, '"These data
therefore do not support the presumptioﬁ that Agent
Orange is responsible for former Vietnam veterans
fathering children with an unusual number of birth
defects nor for the veteréns experiencing a loss of

fertility.”

What I would like for the Committee to do, if

you will, is look at this report and get back to me in
a month through Dr. Shepard.

This is one of the reasons I am glad we have
an advisory committee to take a look at these reports
as they come in. I would like for you to do that and
get back to me in one month through Dr. Shepard.

Secondly, I would like to acknowledge the
participation of veteran groups in this advisory group
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! going to be surveying its members to evaluate their

| evaluation of the VA and how we are handling Agent

| Orange, how we are examining veterans who claim Agent
' IOrange exposure, in other words, our wholé response to
lthe issue.

Dr. Brick, I would say, we would be most

interested in the results of the American Legion's study.

That is all ]I have at this time, Barclay.

CHAIRMAN SHEPARD: Thank you very much,

I think each member of the Committee has a
copy of the study Mr. Cleland has referred to; we will be
Speaiing about it more and we will look ferward to your

comments.

DR. HONCHAR: Dr. Shepard, may I continue with

H

my last question?
CHAIRMAN SHEPARD: Surely. -

DR. HONCHAR: With regard to both the Nitro

and the Sauget cross éectional medical surveys you are
conducting or have been conducting or are now analyzing,
would it be possible_for you to briefly summarize what
some of the end points are that you are looking at?

PR. SUSKIND: With respect to the ﬂitro
study, the end points are numerous, With respect to the
Sauget study, it was really a very limited study and had
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to do with the clinicil examination of the dermalogical

i effects, the effects of the pentachlorophencl exposure

alone or a mixtufe of pentachlorophenol exposure with
the ortho and parachlorophenol,

There were just a very few people who were
just exposed to ortho and parachlorophenol,

We were largely looking at the dermalogical-
effects by examination. We did have an opportunity to
do a large number oi laboratory studies which would
indicate abnormal effects, adverse effects, if they could
be related to the exposure or the degref of exposure to
any of the two processes.

In the case of pentachlorophenol exposure,
it ended in 1978. The ortho and parachlorophenol
exposure is still continu}ng.

The small number of ortho and parachlorophenol
exposures showed no chloracne.

It is difficult to say at this point that the
pentachlorophenol exposure in combination with the ortho
and parachlorophenol exposures produced any more severe
effects or a larger number of effects than did the
pentachlorophenol exposure.

The end points in the Sauget Study largely are
dermalogic marifestations as well as’ the laboratory °

abnormalities which may be found in relation to the
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. exposure.

Of course, in any study, the interview which
includes family history and previous medical historf and
reproductive history and history of effects on other
organ systems hesides the skin, in the Sauget study, the
medical records were very good. wg could, for example,
if there was an interview history of hypertension or
cardiovascular disease, we could confirm it by medical
records rather easily:

It was very interesting to us to find out
and to discover how accurate the interview histories were
in comparison to the records. The plan; had a rather
substantial medical in#urance program for the whole
family of the workers. All of that Qas reported and we
had access to that, |

Insofar as the end points for the Nitro
program,lif we have time I can show you a couple of
slides of the many end points. They include
reproductive, any increased risk for reproductive
abnormalities, cardiovascular abnormalities, neurologic
and behavioral abnormalities. -

Some of this is very difficult to do in a
relatively short examination. Each of these examination§

took four hours. We were there for a couple of weeks.

The individunals were examined with an .
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interview plus the laboratory work and the hands on
examination with pulmonary function, nerve velocity
and FECGs and so on, which took about four hours.

The end points were those things we are
concerned ahout as to increased risk which emerges from
previous findings in the literatufe as well as animal
experiment findingﬁ, increased risk for cancer, increased
risk for hypertension, cardiovascular and coronary disease.

The things we were looking for were rather
numerous and we felt that is the way it should be.

The program for this came essentially out of
a meeting at the IARC in January of 1953 in Lyon. It
was there the group discussed a common protocol to be
used by four studies of industrialiy expased groups
that needed to be followed in order to determine what
the long term effects were.

We essentially carried out the protocol which
was discussed in Lyon in 1978,

DR. HONCHAR: Thank you very much,

MR. DeYOUNG: Dr. Suskind, who is sponsoring
and funding this research? Is thjis a Federal program?

DR. SUSKIND: . We as a Department are largely
supported by the NIH, by the Federal Government. We
have a center and the faculty of this center are largely
supported by Federal funds. To carry out a large study
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| like this, we needed additional support, and the support
'_after a8 little convincing came from the industry itself.
That is to carry out the hands on examination and the
travel., It was a very large group and it required a
substantial amount of support.

Our center grant could not possibly Qupport
that kind of study. We did get support from the ﬂonsanto
Company for it.

The design of that protocol, every aspect
of that study is of lniversity of Cincinnati origin.

MR. DeYOUNG: Thank you.

CHAIRMAN SHEPARD: Are there any further

' questions on the continental U.S.7?
ﬁ " DR. KINNARD: Dr. Suskind, ! did not get

the control group figure referred to for the Nitro,

West Virginia study.

I .
DR. SUSKIND: The control group was the

group that was unexposed, never exposed to the 2,4,5-T
process, They were exposed to other things but not to the
2,4,5-T process.

DR. KINNARD: How carefully were those controls
matched with the experimentals? fhey were matched with
what characteristics?

DR. SUSKIND: The matching was & very difficuit

thing to do in that instance because the control group

NEAL R. GROSS
COURT REPORTERS AND TRAWSCRIBERS
. 1330 VERMONT AVENUE, WNW
1(202) 234-443) WASHINGTON, D.C. 20008




e

o

13
14
15
16
17
18
19
20
21
22

=

1 |
F was composed largely of active workers and a few retirees.

: The people who were exposed went back to the 1940's and
many of those retired or many of those left the company.
The exposed group is to some degfee an older
group that we have no way to avoid, if we wanted to have
our control group from the company itself.

DR, HONCHAR: I assume you will also compare
the exposed to an age-sex adjusted rates?

DR. SUSKIND: Yes.

DR. HONCHAR: Thank you.

CHAIRMAN SHEPARD: Dr. Suskind, I wonder if
you would be willing to talk about soméfof the extra
1,5, studjies that are going on, for example, Sebaso? Are
you prepared to say anything about the progress of
that study?

DR. SUSKIND: Perhaps a little. I think those
of us whowereinvblved very recently in the National
Academy of Sciences meeting with the Seveso group
found there was some new information but not very
remarkable.

There were suggestions of reproductive
problems but only suggestions, There was no doubt there
was cﬁlofacne in the children who were originally exposed
to the effluents from that accident. There were many -

more cases especially children who went back to the homes
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| and zone which had been declared off limits., This zone

had still to be cleaned up. 1 think Dr. Murphy knows
more about this than I do. Perhaps he would like to
comment,

The delay in the emergence of chloracne was
simply because there was a delay in exposure of those
children to the material which was still around in Zone A,

I gather,

Perhaps Sheldon might comment on the new
information.

DR. MURPHY: I think there was as you said
suggestions of possible neurologic or neuromuscular
effects in some of the exposed population but again
this was not strikingly serious. It was determined
more from physiological electroéonographing studies.

As 1 recall it was a very preliminary report.

CHAIRMAN SHEPARD: Is the Seveso study using
the same protocol?

DR. SUSKIND: No, they are not using the sanme
protocol, not to my knowledge. They are wide ranging
in their efforts., The reproductive follow-up is being

done by one group and the communicable disease follow-up

is being done by another group. The neurobehavioral

follow-up is being done by another group. Coordination

I gather is a problem there as well.
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They have had fheir problems and they are not
scientific.

MR. DeYOUNG: Dr., Suskind, ! would like to hear
a littie more about the data or the observations that
went into the conclusion that there is suggestions of
reproductive problems. Can you be more specific?

DR. SUSKIND: I am sorry. If I had known
we were going to discuss Seveso, I would have brought

along some of this information.

There is a rather gdod review of the Seveso
data by Bo Homestead in the International Archives of

Toxicology. It is called "Prologamena “to Seveso," It

i is a review of all the information the Italian workers

have so far accumulated in relationship to other
incidents like the Nitro incident and the West German
incident and the Phillips dun Far incident and the one
at Colite in England. |

Since we have a charge to discuss the Swedish
papers, I think we ought to do that. They are very
interesting.

CHATRMAN SHEPARD: Please go ahead.

DR. SUSKIND: There are really four papers
from Sweden and one from Germany. Tﬁe first one is a
follow-up by Olif Axelson on the 348 railroad workers.
This is a straight forward epidemiologic study. The

NEAL R. GRC
COURT REPORTERS AND T7.4:SCRIBERS
1330 VERMONT AVENUE, NW

R A R & B a




10
11
12
13
14
15
16
1?7
18
19
20
21
22

24

£3.

follow-up is what happened since they were last reviewed

. in 1973, I believe,

This is a group that was exposed between 1957
and 1?72 to three amino 124 triazol and to several of
the phenoxy acids.

I think you can take the information‘at face
value but I think you have to be careful about
interpretation because of the small number of tumors
in each category, whether they are lung tumors or

stomach tumors, There are usually one or two in the

exposed group.

-

The total number of deaths was lower than
expecteq and this is regarded as the healthy worker
effect. I am not sure that concept dpplies to all types
of industrial populations. I am not even sure it

applies to this.

The comment is made by Dr. Axelson that this

lower death rate is probably due to the healthy worker

effect,

The total number of tumor deaths at an SMR
of 1.4, 17 vs., 11.85.

Those who were exposed’to the three amino
triazol had as I recall two lung tumors but no stomach
tumors. Those exposed to phenoxy acids alone had one
stomach tumor and no lung tumors. In those who were
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exposed to both, there was one stomach tumor and one
lung tumor. What do you do with data like that? Can you

conclude if you relate that one tumor to what is expected

that significant?

|

,yand the expected is 0,32, you get an SMR of 3,1. 1Is

I I thiqk there is a suggestion of some

relationship. I would hate to say this is conclusive

based on the minimal numbers of tumors in any category.
If you look at the total number of tumors

that is what did these people have, they had any tumor

you could think of. The interest was focused on the

e

stomach and lung but there were an enormous number of

k other kinds of tumors.

You could not relate the;exposure to any

| specific type of tumor and that is another problem.

I think you have to take it at face value.
7 Among these railroad workers there were 17 that died
L of cancer and there was no indication that there was

" any higher risk for one type of cancer then there was

» for another,

l Perhaps others would like to comment. Dr. GrosJ?
DR. GROSS: Was there d@ny attempt made to

combine tumors at different sites and look at

J combinations of tumors and different organ systems?

DR. SUSKIND: You mean combinations of tumors
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or combinations of exposures?

DR. GROSS: Combination of tumors at different
sites, tumors that may be related,

DR. SUSKIND: I do not think so.

DR. GROSS: One problem is that if the
diagnosis is made in sufficient specific detail,‘any
kind of tumor would be unlike any other kind of tumor.
There are certain natural relationships, pathological,

[| and one can think of tumors of the lymphoreticular
system as a group rather than specific,

One can talk about tumors of the gastrine
intestinal system as a wholé. )

You speak of a great spectrum of tumors in

this population. The question is what attempt was made

to group these tumors into some logical classification.
DR. SUSKIND: I do not think there was. As
I read it, they have a laundry list of tumors in

relationship to what was regarded as a specific exposure

or mixed exposure.

The other problem with this study and 1 will
have to tell you Dr. Axelson is a good friend of ours
and he visited with us and asked us to comment on this
and these are railroad workers from all over Sweden just
like any other working group.

They may have different 1ife styles than other
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workers. There is no indication here that they did any

thorough histories of use of cigarettes, alcohol, and I

| . .
gather if they are like other people in that country,

|

| still smoke.

there is a substantial use of alcohol, Many of them

Whether or not this group smoked more-heavily
than the expected group, I do not know.

Those factors are treated rather casually,
There was a statement "The railroad workers smoke, the
frequency of smoking is about the same or the same ag
the rest of the Swedish population.” I think no attempt
was made to really determine whether that was so or
whether these people had any family histories of cancer
which were different from the rest of the population.

None of that is in this ﬁnformation.

CHAIRMAN SHEPARD: The Committee has had the
opportunity to review these studies. I wonder if any
other members of the Committee would like to comment on
the Qtudies.

Dr. Murphy?

DR. MURPHY: 1 am not an epidemiologist. I
was concerned also about the few numbers of tumors here
and there were three stomach cancer tumors and not one,

Nepending on which time you look at it, if yoﬁ
look at it in ten years inductioh latency period,
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l they were only looking at two, in connection strictly
with the phenoxy acids.

!{ Giving risk ratios, again, depending on

:;whether you look at it for the total group and in this

%?case you have 3.3 which does not seem so high to 7.7

dealing with these very small numbers.

| | As I understand these articles, very nearly

the same risk ratios came out whether they looked at

counties in northern Sweden, southern Sweden and then

in one other study which I do not recall what the workers

were, They were not railroad workers.

I quite frankly being a non-epidemiologist

|
| was quite struck by these things. I was concerned about

this.

DR. SUSKIND: Are you talking abdut the case
control studies or the railroad workers?

DR. MURPHY: I may be mixing apples and
oranges here.

DR. SUSKIND: I am talking about one study. I

think the case control studies have to be discussed

differently.

DR. MJRPHY: I am groué;ng the studies.

DR. SUSKIND: 1 think we ought to stick with
the railroad workers study juét like I stuck to the Nitro

study. "1 think there what they did I thought was the best
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they could probably do under the circumstances.

How much information they were able to get
bears on the numbers of tumors is what I am concerned
about. Here, too, in that railroad worker group, there
was one lung tumor in the amitro group and two lung
tumors in the phenoxy herbicide group, two stomach
-tumors.,

In the combined group there was another stomach
tumor.

DR. KEARNEY: Mr. Chairman, I know you
probably want to get on., I would like to ask one

question, -

| These studies have been discussed all throughout

Government as you know, up and down every committee that
is doing something on this issue has discussed these
reports, It was discussed in the White louse Interagency.

Could you give us a simple summary of what

these studies tell us? The reason you were asked to
assist us in the Advisory Committee is we did not have
an epidemiologist on the Panel.

DR. SUSKIND: You still do not.

DR. KEARNEY: Maybe this is the closest we
are going to get.

Could you give us a simple summary of what
this tells us? What is the validity of this data in
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helping us make judgments about the effect of phenoxies
on cancer?

DR. SUSKIND: Are you talking about the
Trailroad workers study or all four papers? 1 QSsume
vyou are talking about all four papers.

DR. KEARNEY: Yes.

DR. SUSKIND: I think that is why we are
discussing it. Is this a red flag and whether or not
you have great confidence or less than that in the case
control method which is a very interesting method.

Some epidemiologists think it is the greatest thing
since the wheel. Others feel it only arovides
association but not causation.

Even if it provides associétion, as I think
the Hardell and Sandstrem studies 46 and the Eriksson
studies do, we should be alerted. 1T think that is
their importance.

In this country we have not conducted case
control studies with respect to tumors and as they are
related to exposure to phenoxy herbicides and maybe we
should.

It may be a little eas{er to do in Sweden
because it is a small country and thev have a national

registry which provides them with their controls. It

is easy to match the tumor cases with the controls because
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l of the registry. It would not bhe so very easy in the

~United States. It would depend on the state.

-

DR. LINGEMAN: It could be done through the
AFIP. We will be talking about this later. The AFIP
have a large number of tumors of types that are
"pathologically confirmed,

DR, SUSKIND: These are mostly from the cases

that have died largely.
Fl

" DR. BRICK: I am aware of the small numher of
tumors. How does this compare with the Swedish incidence

of cancer of the stomach or these other cancers

“throughout the Swedish population?
i We know that in Sweden, cancer of the stomach
!

lis more common than it is in this country. Does this
h

mean that this group of railroad workers had an incidence
higher than the average population whatever their

|popu1ation?

" DR. SUSKIND: Dr., Brick, in this group of 348

‘railroad workers, those who were exposed to phenoxy
Jherbicides alone, there was one cancer of the stomach
and the expected rate is 0.32. SMR is 3.1.

Can you make a decision on the basis of one

Icase? That is what I am getting at.

I think it is still something that suggests
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association and it should be followed up. The studies
that really suggest association are the case control

studies with respect to soft tissue sarcomas and lymphomas,

both Hodgkin's and non-Hodgkin's lymphomas.

It is suggested. I think you need what else
these people were exposed to. We have a problem of
getting to know how much they were exposed to, the
phenoxy herbicides or chlorophenols, how they were
exposed and what else they were exposed to.

That is not available except descriptively
but not quantitatively.

I still think with Fhese four studies on
hand, that we have the responsibility of conducting
similar studies within the United States. We are
certainly concerned about the associétion and whether or
not we believe the case control methéd is good or not. 1
happen to think it is an excellent way of studying
problems as they may be associated with factors,
environmental factors, metabolic factors, whatever.

DR. SHEPARD: I wonder if I could ask
Dr. Rogan to comment? He has reviewed these articles
and has been involved in tﬁe Scientific Panel of the
Interagency Work Group.

nr. Rogan, do you have any additional
observations you would like to make? Do you know of any
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similar studies that could be used for a basic
comparison to these studies?

DPR. ROGAN: When we are talking about the
rajilroad study we are talking about what is cailed a
follow-up study that can be done in real time where you
identify a group of people and follow them forwﬁrd over
years to see what happens to them, or it can be done
in paper time where you identify a cohort of records
starting at some time in the past and look now at causes
of death.

This is a sort of mixture of those. Three
hundred and forty-eight (348) people in such a study is
a rather small number., The historic Now and Hill study
of smoking and lung cancer with 34;000 British physicians
was controversial,

I think Dr. Suskind is right. A cohort study
of mortality is a rare event on 348 people and it
constitutes essentially a clinical observation.

Stomach cancer goes along with some of the
anhydrousis syndromes and thus is familial and that
should really be addressed in a study of stomach cancer

-

and was not in this.

We have a ¢linical hint that something might
be going on with stomach cancer in terms of chemical

exposure or that families tend to work in railroad
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. workers union or tend to take the same jobs and those same

63.

families are the ones that get stomach cancer.

The reason for the doubts about case control
methodology without getting at all technical ié simply
that you must ascertain exposure after the illness of
interest has occurred, thus instead of identifying a
population of people and following them forward in time,
you identify a set of cases and inquire among them what
their exposures historically might have been.

If there is a link in the minds of the cases
that such exposures might have heen bad for them, they
may remember and thus report to you seiectively that
such exposure did take place with a greater frequency
then controls who do not have the particular illness in
question and thus may not be pressed to remember.

The enormous strength of control case studies
is you can take relatively rare diseases and gather a
great deal of information about them in a relatively
short time at relatively little expense, For some of
the major human carcinogens, that is the best role. For
instance, the first major clue that something was going
on came from case control studies.

The reméining problem with the three case
control studies is they are essential;y a2ll from the
same group. If there is some kind of bias it is not
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information from cases on exposure to these agents and
then we are stuck because we do not have external
validatjon, that is, a validation of the same exposure
history in the hands of another group.

Dr. Suskind mentioned other factors that might
go along with these sorts of tumors and thus might
compound the relationship, that is some other factor that
you did not ask about that is in fact responsible.

There are to my knowledge no other strong
factors for mycetoma tumors and the oﬁiy factor 1 am
aware of for Hodgkin's and non-Hodgkin's lymphoma is
dilantin and that is kind of suspect. Presumably one
could ask about dilantin.:

Other exposures do not seem to me all that
relevant in terms of a relative risk of six or seven. It
is hard to build that into a study. You can do it but
it is hard to build a bias into a study that gives you a
six or a seven.

In this case what the six or seven would be
is the cases report exposure about six times more
frequently than the controls and through some
statistical method that comes out to an odds ratio,

relative risk sort of number.
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I am left with three studies from a group

essentially, although the authors change, using the same

instrument presumably which is unvaluable from the papers

which may or may not have something in it that leads
automatically to that conclusion.

One wonders, for instance, how many other
tumor types they tried and did not report on.

The follow-up study which is to he essentially
a clinical ohservation because it is so small for a
follow-up study, there might he something there.

1 agree with "r, Suskind that it calls for,
as did DES, as did smoking and lung cancer, as did any
other occupational and environmental carcinogen,
independent observations in a different population,
using a different instrument in the hands of other
investigators.

CHAIRMAN SHEPARD: Thank you.

DR, SNSKIND: Dr. Rogan, when you say the
same group, you are talking about Sweden?

DR. ROGAN: Yes.

DR. SUSKIND: Except they were populations
from different hospitals. The soft tissue tumors were
different people and differcnt people from a different
area of the country. We do not know gbout their

mobility so we have no idea how long they lived or worked
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in the southern counties in Sweden as compared to the
central or north central province.

You are concerned that it was only done with
a Swedish population. Is that correct?

DR, ROGAN: 1 am concerned that it was done
by the same investigators. I think you have to evaluate
for possible bias introduced by the investigators,
certainly unconsciously, not purposely, You would like
to be able to evaluate the validity of their observations
from studies in different populations done by different
investigators.

CHAIRMAN SHEPARD: Ms. Patton has just handed
me a note of interest. Dr. Hardell, the principal
investigator of the Swedish case control studies will be
testifving before the EPA on September 8th and 9th. She
thinks that is a pretty firm schedule but it may change.

I think it will be interesting to see what
Pr. Hardell has to say.

Dr. Axelson, as many of you know, has already
testified,

MR. DeYOUNG: This is new information in a
sense. We finally have a scientific study speaking from
a layman's point of view which if it is not conclusive
proof that we have heard so much about, at least it is
some agsociation between certain cancers and exposure to
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.~ phenoxies.

Let me pose an extreme case in the hopes
objections to the extreme ;ase,.if any, will yield some
light on what we still have to determine.

The extreme case I would propose is we go
on record as combining two factors, the associatioﬁ found
in these Swedish studies with the mandate the VA
currently has and has always had, to find reasonable
doubt in favor of the veteran and that we recommend
at this point for certain cancers that have been studied
and associated, the VA would have an automatic finding
of service connection for a Vietnam veteran for those
carcinOpas.

If something is wrong with that, what is
wrong with it? |

DR. SNSKIND: VWhat you aré now saying is there
is more than association. It is causal, I do not think
anybody here is prepared to say that,

DR. BRICK: What ahdut reasonable doubt? Are
you aware of what adjudication the Veterans Administration
is?

CHAIRMAN SHEPARD: I understand it is
horrendous.,

DR. BRICK: We are talking about the

veteran's point of view, reasonable doubt. Would this
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association lend itself to credence if you say this is

) reasonable doubt, that such an association existed

-and the veteran was exposed in Vietnam and now has

ctancer of the stomach?

DR. SUSKIND: Judging from the data from
Sweden, whether it is the railroad workers data or the
case control studies, you could not even go to the point
where you could say there is a reasonahble doubt.

DR.- GROSS: Would it not be true to say that
no epidemiologic study no matter how good can ever
establish an cause and effect relationship, it is always
association, is it not? )

DR. SHSKIND: Not really. I think cigarette
smoking and DES, you have both epidemiologic evidence
as well as additional toxicologic evidence,

DR. GROSS: Dhoes toxicologic evidence
establish a cause and effect relationship?

DR. SUSKIND: In the model system you use,
certainly.

DR. HONCHAR: I think there is an important

point to be made which is despite the strong evidence

”
associating cigarette smoking and lung cancer, we cannot
then take the next step and say based on that information

that all cases of lung cancer in a smoker are caused by

cigarette smoke.
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DR, SUSKIND: Because there are non-smokinéﬂL
lung cancers.

DR. HONCHAR: Yes.

DR. SUSKIND: We are not considering the
side stream exposure, |

CHATRMAN SHEPARD: At the risk of interrupting
important discussion, I think we are going to have to
move along and cover some other areas that I think are
very important.

DR, MURPHY: The issug of lung cancer was
just brought up. What would be a reasopable doubt
situation there? Would you conclude someone with a
history of smoking, let's assume smoking was a service
connected activity, would you assume there was reasonable
doubt in a case like that?

DR. BRICK: It would be allowed. You would
not héve to use reasonable doubt, I think the evidence
on tobacco smoking and lung cancer is the guy who smokes
for 30 years, three packs a Qay‘and he gets lung cancer,
who around this table is going to dispute the lung cancer

even without reasonable doubt may well have been related

o’

to smokinp?

DR. MURPHY: Even in the Swedish studies
regardless of how weak that evidence is or how strong
you may'consider it, there are limitations to that in
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that they do have requirements for duration of exposure
to be included as an exposure group. Am I correct?

DR. ROGAN: Yes.

DR. MIRPHY: The latency pefiod between the
time of first exposure and appearance and when the
analysis is done is another consideration.

CHAIRMAM SHEPARD: Let's go to the discussion
on veteran attitudes. Dr. Brick?

REPORT OM VETERANS ATTITUDES BY NR. BRICK

DR, BRICK: The American Legion is trying to
conduct among its meﬁbers, 2.5 million of them, a study
as to how they perceive the Veterans Administration
with reference to Agent Orange. There has heen wide
interest among veterans because of the adjudication
problems that have arisen.

There is a lot of emotionalism about this
subjeét as all of us in this work know.

There is a bill before Congress. 1 think it
is hefore Senator Cranston's Committee. It would take the
burden of proof of exposure to Agent Orange off the back
of the veteran. Under the present’circumstances, the
Adjudication Boards, Rating Boards, are wanting to have
some proof that the specific veteran was exposed to
Agent Orange,

That proof is not easy to get. All of you know

NEAL R. GROSS
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' to get it out of the Defense Department and some of that

they do not have. They do not have the data, they do not
have the documentation. ‘

This bill would say that a veteran who has.
been in Vietnam, if he comes up with some complgint, some
disease, then it has to be adjudicated on the.question
of whether this disease might be related to the exposure
with resolution of reasonable doubt in favor of the
veteran.

We are going to come up with that resolution

of reasonable doubt. I am sure the epidemioclogists do not

: 1like that phrase particularly because it could be

interpreted in many ways.

The American Legion is dedicated to get the
best scientific evidence we can witﬁ reference to the
problems jﬁst as the Veterans Administration is.

I think the fact that in this Advisory
Committee there are the group of diverse talents that we
have seen here this morning discussing these scientific
matters in a very unhiased fashion indicates that the
Veterans Administration is doing ;s much as it can,

Some of the testimony given before this
Subcommittec in the Senate was by a Dr. Epstein whom I
do not personally know. |
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CHAIRMAN SHEPARD: Excuse me, Dr. Brick., It
was the House Veterans Affairs Committee. The hearings
were held on July 22nd,

DR. BRICK: Yes. Dr. Epstein reviewed these
studies, He came out with the same problems all of you
have as to the statistical validity of these studies.

He pointed as you did, Dr. Suskind, that
there apparently is an association, He had lung cancer
which was not played up very much but stomach cancer
particularly and also testicular tumors which has nof
been mentioned here and soft tissue sarcomas.

One of our members just asKed should not
certain diseases be given service connection by
presumption such as soft tissue sarcomas.

I do not think there would be any argument
about that because this is a rare tumor. HNHodgkin's
and non-Hodgkin's lymphoma is a different ballgame. I
do not know what the data is on that. I would leave that
to the people in the field to decide whether there is
enough data with reference to this.

I think I referred a case to you not too long
ago, Dr. Shepard, which is being adjudicated before the
Board of Veterans Appeals on one of these non-Hodgkin's
lymphomas and the allegation that this Vietnam veteran

was exposed to Agent Orange and is there a causal

" NEAL R. GROSS
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relationship again with resolution of reasonable doubt.

The adjudication people in the Veterans
Administration are very aware of the mandate they have
been given by Congress to give reasonable doubt to the

veteran.

Again we come back to these associations and
ynless_tﬁe Vete;;ns Administration does something
positive and it is going to be Congress that is going
to do it in a bill that is proposed on the hill, I think
the veterans in general are not going to be very happy
with the outcome of the work of this committee.

At the last meeting, Mr. Chairman, I wondered
and I-agéin wonder whether this is the proper body to
make such judgments. What is going to happen knowing the
attitudes of the veterané:is that if the Veterans
Administration finds and Max Cleland just told us about

this report that was in the Saturday edition of the

Washington Post that there was no relationshipix1these

animal studies between exposure and birth defects, the
Veterans Administration comes out with a negative report

which may be the case scientifically.
| Many of the veterans are goiﬁg to say, there
is a conflict of interest. The Veterans A&mlnistfation’
is deciding that, liet's haﬁe an impa;tiél body decide it.
1 suggested the National Institute of Medicine
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of the National Academf of Sciences as the appropriate
govgrnmental agency to make a decision. I think it would
be accepted more readily by the scientific community and
I also think it would be more readily'accepted by the
veterans.,

We have this Advisory Committee. We are going
to have to face up to the problem in this Advisory
Committee of coming out and saying ﬁe should give
service connection to individuals with let's say soft
tissue sarcomas,

Dr. Epstein in his testimony also pointed out
that some of the individuals exposed did not have
chloracne. Chloracne has been used as the synacronon
of diagnosis of exposure to-Agent;OTange. |

He pointed out that there is a multi-system
disease with a good many symptoms, nausea, vomiting,
weakness, fatigue, et cetera, that many of these
individuals exposed had and that we do not know all of
the chronic effects of this problem.

From a strictly scientific point of view, it
might be of great interest twentf years from now when
the Vietham age group gets up imto the 50's and 60's to
see whether the incidence of cancer of the stomach, for
instance, which is a declining disease ip this country
at the present time, shows a marked'increase in that
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group. That is going to be tﬁenty or thirty years away
and that is not going to help the problem that the
Veterans Administration has now in adjudication.

I think we all have to keep in mind this’
problem of adjudication when we try.to make judgments
about the association of exposure to Agent Oraﬁge and
the diseases the veterans present to the Veterans
Administration.

Thank you.

CHAIRMAN SHEPARD: Thank you very much,

Dr. Brick.

I think one of the problems, and I was there
for the testimony, that the process that has been used
in adjudicating claims would not apply in its present
form to a rather vague disease entity; such as this
multi-system disease or a broad group of illnesses,

I think it is a nebulous task to make these
associations. I think we must somehow address the issue
or separate the issue of cause and effect relationship
between Agent Orange and any disease, complex or system,

from service connection.

As 1 understand it, the VA does not require
any kind of a demostration of cause and effect. It is
simply some establishment of disease arising from

military service regardless of cause.
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‘I would like to hear Ron speak about Some of

i the perceptions of Vietnam veterans regarding the progress

of our registry.

DR. GROSS: If I may follow-up on Qomething.
1 was very much impressed by the question and I was
impreésed by the NDP report.

I do not know if Dr. Murphy would second me
in this, but having had long experience in the valuation
of reproductive studies_suéh as were carried on out
there and also with the varied abilities of the people
to analyze data liké that, I would urge you, sir, to
consider the possibility of engaging an outstanding
analyst in this area to give us the best possible
analysis of the results.

If we have no such talept ourselves, perhaps
we should go out on contract, 8 short contract. That
would be the bhest way to have an evaluation of the
“conclusions that the NDP reached.

| - CHAIRMAN SHEPARD: That is a good suggestion.
Thank you. Ron?
| REPORT ON VETERAN ATTITUDES BY MR. DeYOUNG

.MR. DeYOUNG: As a baciground to what I can
say about veteran attitudes, my own connection has been .
rather heavy over the last three yéars with veterans who

are not the satisfied customers of the VA but rather
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the disillusioned and disgruntled people who have not

. been ahle to get the system to function.

Much of what I have heard if not all of what
I have heard from veterans is extremely negative. It
centers around a number of different phenomenon, none of
which we are strangers to if we have worked in
Washington at all; the size of the bureaucracy, the
number of papers involved, the time in which it takes
to get anything done. |

If I can single one negative attitude out
head and shoulders ahove the others, impersonalization,
I would suggest insofar as we can alléviate this
problem, we have done the veteran an enormous service.

There is something which I am not sure of
the status of internally right now but which has been
started within VA in response to' this statement a number
of months ago.

One of our associates in Chicago suggested
the basic problem with VA service was it was always a
different person you saw when you came in. . There was no
human follow-up to the thing, although there may be
paper kept up. There was no feeling on the part of the

‘veteran of progress because he had to start over each

time he came in, essentially.
The Chicago man's suggestion was that a
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- TRIOSH team of sorts be established at each VA hospital

so that it was the same doctor each time that the

veteran came in for an exam, JInsofar as that is

functionally possible, it is my understanding'that VA

t 1s moving in that direction.

I see that as a big advance. That certainly

1will go a long ways toward$ building trust on the part

You have to remember in talking about Vietnam

veterans attitudes that any generalization is false

and this is to a limited extent, we are dealing with

people who went over patriotically and came back

disgruntled for one reason or the other.

of the veteran because he has a human contect and not

just a blank name, face, intern, whatever.
l

That disillusionment with the war itself, with

the military, with society at the time has lapsed over

Iand by extension has fallen on the Veterans Administration.

|In many ways I pity the people at VA who have to work

w with this disgruntled veteran.

]

I can come at them as a peer but maybe you

| people cannot insofar as there are Vietnam veterans

-

working for the organization.

Insofar as possible, please attempt to

“ involve the Vietnam veterans within the VA directly with

| the veteran in the street; that bond that exists there

{202) 134-443)
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: cannot be achieved any other way,

I have been getting less reports of problems
lately. I do not know if that reflects’the fact that
‘my phone number has heen changed or the fact that
veterans are not complaining so much any more. If that
is the case, then we can assume things are workiﬁg better
and from informal reports I have been getting from ouf
people, it is better on paper.

There are isolated problems where a vet goes
in and an appointment is not made out for him. This is
nothing unusual, These are the kinds of things that
the VA is coping with ordinarily. ‘

I think there has been an enarmﬁus growth in
the VA's procedures for handling Vietnam veterans who
request an Agent Orange exam and insofar as the paper
procedures can be carried out system-wide, I think you
are getting some success.

CHAIR“AN SHEPARD: Thank you very much, Tom.
Are there any questions?

(No response.)

CHAIRMAN SHEPARD: 1T would like to call on
Mr. Charles Thompson from DAV. .

REPORT ON VETSRAN ATTITIUDES BY MR. THOMPSON

MR. THOMPSON: Thank you, Dr. Shepard.

As 1 indicated at the last meeting, this is

NEAL R. GROSS
COURT REPORTEIRS AND TRANSCRIBERS

1300 VERMONT AVENUE, NW
{202) 134.4433 WASHINGTON, D.C. 20005




80,

g

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

obviously a very complex subject, not easily understood
by many of the Vietnam veterans.

As Ron indicated, we have many Vietnam
veterans who went over to Vietnam and questioned the
militéry leadership and the type of war that was being
fought. They now come home and are starting to question
the confidence of our Government officials.

They were forgotten and scorned., Many of them
felt this way. Now they feel they are being ignored on
the subject of Agent Orange,

I have to agree with Ron on the impersonali-
zation, I think it is improving. I think the
Administration is taking a more responsible and sensible
approach to the subject.

N I think we need to continue this. We need to
be more informative and more consistent in the type of
information that is put out to the Vietnam veterans.

I think the new brochure just released is
of great help,

We in the DAV as I indicated at the last
meeting, when we come in contact with veterans writing
in or calling in, we try to give’fhem the whole gambit,
not bnly the adjudication process, the examination
process at the outpatient clinics or VA Hospitals but

exactly what they are going to face when they file their
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believe it is incumbent upon this Advisory Committee to

"would like to ask about or see what progress has heen

81,
I would just summarize by saying that I

maintain its aggressive approach.

CHAIRMAN SHEPARD: Thank you. Are there
any questions or comments? |

DR. MURPHY: 1 recently was asked to talk to
a group of people, some of whom were Vietnam veterans
and some of whom were education or various advisory
groups of Vietwam veterans in South Texas.

A couple things came up at that time that [

achieved.

In the registry, what interest do you have
of getting Vietnam veterans to go iﬁ wvho do not have a
complaint, either who had exposure but no complaint or
someone who has not had exposure?

Are you interested in getting these veterans in?

CHAIRMAN SHEPARD: Very definitely. It
certainly is known to all our medical facilities. We
hope that through a number of different avenues we will
be able to reath veterans and encburage them if they have
a concern about exposure. We do not suggest they need
to have any physical findings or any demonstrahble ill

effect.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS

_ 1330 VERMONT AVENUE, NW
(202) 234-443) WASHINGTON, D.C. 2000%




10
11
12
13
14
15
16
17
18

19
20

21

24

25

We want veteranslto enroll in the registry.
This will give us a number of answers. It will give us
a hint as to the magnitude of the problem as is perceived
by the veteran population. It will give us an idea as
to where these people are, what kinds of problems they
have if they are experiencing problems but even if they
are concerned.

For example, the whole issue of birth defects
has caused a high level of anxiety. We get phone calls
every day from veterans individually, collectivgly.
through organizations, requesting advice as to whether
a pregnant wife should have an aborti$£ or whether the
veteran should have a vasectomy because they have heard
all these horror stories about-birth defects,

We are encouraéed by the male mouse study
that at least insofar as animal work can be a signal,
that there is not at least in this study a suggestion of
increased infertility, birth defects, spontaneous
abortions.

I think this kind of study is going to go a

long way to allay the fears of those veterans who have

”

raised this concern.
To answer your question, yes, we do want all
veterans who have any kind of a concern to get envolled

in the registry. This way we can accumulate the data,

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIDERS
1330 VERMONT AVENUE, NW

“;zom 234-441) - WASHINGTON, DC. 20003




|

10

11

12

13

14

15

16

17

18

19

20

21

24

83.

DR. MURPHY: I would think at least some

- cohorts, if that is the proper term, of veterans who

do not have complaints and maybe do not have an exposure
would be ultimately useful in your analysis of the data
of those who do have complaints.

I think you have answered my question. The
other thought is we happen to have in Houston at the
Veterans Hospital there a very interesting man named
Dr. George Cromwell., He also happens to know that I am
on this Committee and has referred several individual
veterans to me.

I have had a number of calls from veterans
who for one reason or another do not want to go to the
VA and have gone to private physiciaﬁs and this issue of
impersonalization almost seems as much a problem there
in that I get the impression that there is a fair
population of physicians in the country who do not know

what Agent Orange is,

They ﬁight know what dioxin is and they might
not.

What effort has the VA done through the
medical associations to try and aiert physicians, give
them some education? I Xnow medical schools have not
in the past and probably still are not doing a great joba

of instruction on cthemical induced disease.
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‘ CHAIRMAN SHEPARD: That is a very good

]

question, Dr. Murphy. It is one we are very concerned

ahout. In the press of other duties, I think we have

not been as aggressive as we should and I hope will be
l'in terms of informing the general medical public in this

matter,

with some informational material for the medical

é
i I think it is time for the VA to come out
|
lprovider at large.

[

' One of the things we are doing for our own

chloracne. I hope that will be a very substantial piece

of training material.

l
medical provider is an educational film relating to
We are also developing or we are now in the
!

i final stages of developing educational material for the

n veteran about the whole issue of Agent Orange. It is a

i .
! kind of broadening out of what is in the pamphlet. This

I

' hope within the next couple of months.

” will be an audiovisual tape which will be available I

A follow-up to that will be a similar kind of

li . . . .
b educational audiovisual tape aimed at the physician

“ community outlining some of the chemical, toxicological

1 problems,

|

! PR. MURPHY: Has anything gone into such
!
" publications as the AMA Journals, the Physicians'
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newsletters that go out from these associations? Would
it be difficult to get something in those?

CHAIRMAN SHEPARN: That is a very good
suggestion; not to my knowledge from the VA, ‘I think the
time is now here for us to start working along those lines,

MR. DeYOUNG: In response to that, there have
been several attempts from private physicians who have
treated Vietnam veterans and Gilhert Bogan comes to
mind from Il1linois, one of our unofficial doctors from
the Midwest. ‘

We have had a small group of physicians in
the Midwest and Chicago area who have.been interested in
tracking these veterans, sometimes on parellel tracks
and some veterans are not going to the VA at all but
rather to these private physicians.,

Dr. Bogan published a letter in the JAMA of
November last Fall which described his findings in a
case of 74 Vietnam veterans.

The Veterans Task Force on Agent Orange is
also in the process of trying to formulize the currently
informal physicians' registry whifh we have. I would
suggest any physicians who fit this description might
want to be involved.

The National Veterans Task Force on Agent

Orange'is developing a referral network for Vietnam
NEAL R. GROSS
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" while serving in the military who have various serious

veterans who believe they were exposed to Agent Orange

problems.

We are interested in receiving the names of
sensitive, qualified physicians who might be interested
in providing treatment.

Expertise in the following areas would be
helpful; dermatology; oncology; genetic counseling;
internal medicine; psychiatry; psychology and endocrinology.

This is being shepherded by Ms. Ruth M, Schaffer
who can be contacted at our office in St. Louis. This is
in conjunction with City University in” New York. |

CHAIRMAN SHEPARD: Dr. Suskind?

DR. SUSKIND: I would life to underscore the
comments made by Mr. DeYoung and Mr: Thompson about
the responsiveness of the local veterans medical units
to requests or complaints or whatever the veteran brings
in, with the claim that he was exposed tb Agent Orange,

I also think it is an excellent idea to have
a separate unit, a medical unit within the Veterans
Hospital which does all of those'e§aminations. Those are
the experts, will be, should be. With the number of
veterans that are likely to take advantage 6f this, it
is terribly important that you have not the general
outpati;nt clinic response, but that you have a specific
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87.
unit response,

I would hope that is being done or will be
done.

CHAIRMAN SHEPARD: Each one of our imedical
facilities, all our hospitals and outpatient clinics,
have a designated environmental physician. The‘way that
is being implemented and each statjon may differ, but
in the larger centers, the demand on one physician
probably exceeds his capabilities to perform all the
examinations but he has the responsibility of organizing
in that facility whatever ‘it takes to develop a

-

responsive, compassionate progranm.

In some of the smaller facilities, I am
confident the environmental physician himself is involved
with the majority of the hands on ;ontact.

DR, SUSKIND: The interest in doing this
has obviously increased even from where I sit as not
being a memher of the Veterans Administration or one of
their hospitals.

We had any number of requests from Veterans
Hospital-units over the country to put on programs,
educational programs for their physicians, specifically
addressed to the diagnostic, the assessment problems

of the Vietnam veteran as it relates to Agent Orange.

This is only within the last two or three month$
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The Council on Scientific Affairs of the AMA
has just established an advisory committee on toxic
substances. One of the issues that has been rai;ed is
what should the AMA do in its educational program about
Agent Orange,

I think one of the things they would like to
do is provide a forum for information and discussion
of the clinical problems which might arisé as a result
of Agent Orange.

The man who is coordinating that activity is
named Wheater. He is an industrigl hygienist who is
kind of acting as executive secretary of that office.

CHAIRMAN SHEPARD: Thank you very much,

Dr. Suskind.

We are concerned that we get this information
out beyond the VA so it will be general information. We
are working towards that end;

I would 1ike to thank the gentlemen for their
comments. We highly endorse your efforts to work with
us. We certainly want to increase that relationship
and strengthen it. .

I think we need to move on now, We have sdme
very interesting activities that are either ongoing or to
be proposed.

We have asked Dr. Rogan to say a word about
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Dr. Ton-That-Tung's study. Those of you who may not

T be aware, he is a doctor in North Vietnam who has done
a report on birth defects. In a word, maybe, Dr. Rogan,
you can summarize your impression of that study.

REPQRT ON PROFESSOR TON-THAT-TUNG'S LATEST STUDY
BY DR. WALTER J. ROGAN

DR. ROGAN: Basically this is sort of a three
” part report; one on a relatively large population,

10,000 or so; one on a smaller population, 4,500 and then
some reports of outcome of pregnancies among individual

former soldiers, some of whom came back from the South

and were presumably sprayed or exposed, some of whom

; never left the North and thus who presumably were not.

! 'DR, ERICKSON: May I ask what is the source

of these documents that have been distributed to us?
CHAIRMAN SHEPARD: As I understand it, this

was an article which was sent to somebody in Wisconsin

with a handwritten note from Dr. Tung himself indicating

he was in hopes that his article would be published in

the New England Journal. To my knowledge, his article

haslnot been puhlished.

- What we are referring to is a manuscript which
was written in French and translated by a non-physician
and perhaps even a non-scientist in Eau Claire, Wisconsiﬁ.

Some of vou have been provided with the
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original French manuscript. Those of you who have
requested that have made a review based on the original
manuscript and some of you have the translation which I
understand suffers in some degree.

DR. ROGAN: Yes, in the literary degree.

DR. ERICKSON: What we have presumably is
a photocopy of the translation?

CHAIRMAN SHEPARD: Presumably. 1 have no way
to verify that.

DR. ROGAN: I have the manuscript in two forms
in English, one which is presumably an earlier version
and it has fewer references and the number of soldiers
investigated in the third part 1s considerably smaller.

Working from two translations and my own
horrible French, I have tried to figure this out.

The first thing I sort of looked for in
the evaluation of a possible major teratogenic effect
was the so-called signal anomaly, that is the kind of
disease or structural malformation that is so unique,
so rare, that it is striking and evidence in itself.

The classic example is the phocomelia, the
limb reduction defects that follow exposure to
thalidomide during pregnancy.

| By my reading, there is no such signal

anomaly here. There is nothing that occurs in many, many
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these populations and would somehow lead you immediately

-to the conclusion that something strange was happening.

Being unable to find such an anomaly, once

“has to go back to rates, that is you define a population,

you establish the number of outcomes of interesf that
arise from that.population and you compare it to some
other presumably unexposed group with the idea of drawing
an inference about the differences in the rates.

A hecessary step in drawing such inferences
is that the presence of the anomaly structural
malformation, whatever, does not in any way affect the
likelihood that one will be reported on, in other words,
the disease in question i;self cannot affect the
likelihood that you are going to be counting out of the
population since almost always in human studies not
everybody is counted and you cannot have a differential
coming in.

I looked at the idea of trying to calculate
rates from the data in this paper. For the first one

we have 3,058 births arising from a population of less

-

than 10,000 in four years.

Just crudely and arithmetrically, that comes
out to 400 pregnancies per 1,000 population per year,
That is an astounding rate, even in the emerging
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. countries where birth rates are very high and infant

" mortality is very high, no such rate as 400 was ever

approached. Forty is the highest but there may be

higher, |
Somehow births are being ascertained better

than population. We know more about babies then we

know about people.

That makes it very difficult to calculate
our rate because I do not know what it is arising from.

The 1ist of anomalies allows one to look at
the notion of mechanism, that is, one Qould hope to find
anomalies in here that could conceivably result from
i male exposure, that is perhaps structural anomalies of
chromosomes or the so-called signal anomalies like
neurofibromatosis or acontemplasia,’

What one is struck with is the absence of the
common defects that we see in this counfry, Down's

syndrome; hypospacias. They are not here., This is

” a funny collection of anomalies.

Anencephaly runs in families, conditional on

' a mother giving birth to a child with anencephaly, she

-

has about a five percent recurrence rate and given she
has had two such children, about 15 percent. This runs
in genetic groups, higher in the Scotth Irish. I am not’

avare that it is higher in Vietnamese.
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This is a lot of anencephaly.. Since I do not
] know how hig it is drawn from, I cannot say how big is

"a 16t." By the number of births, it should be a much

bigger population than it is. I do not know given that

whether this is too much anencephaly to say there is a

background of anencephaly. It occurs unlike phocomelia.

Some of these are consistent with aneuploid
babies, that is babies that have the wrong number of
chromosomes. Some of them are consistent with the
so-called embryonic band effects which are not thought
to have an obvious genetic sort of mechanism but rather
a physical sort of mechanism that goes along during the
pregnancy.

The absence defects are'very unusual in my
experience and 1 am not really sure what to make of it.

The clefts and hairlips are the kinds of
anomalies we see in this country, There does not seem
to be too many of those given and I do not know what
the population is,

What I am stuck with is I cannot calculate a
rate because I do not know what the number was over. What
I can say from the first study is there are among the
children of soldiers who have returned from the South
some congenital anomalies, whether that is more or less
then I would have expected from such a group I cannot tell
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1 ﬂ because I do not know how big the group is. I suspect

2 " it is not what is reported in the paper because that is
3 " an unheard of feftility rate. \

4 Batrachian ahdomen, "batrachian'" is a French
§ || word for frog. 1 have talked to some people who speak

6 || both teritology and French. They are puzzled by that

7 word.

8 There are sort of slang terms in use in this

é country for some anomalies. The one that came immediately
10 || to mind was the prune belly syndrome which is absence

11 of the abdominal musculature, It is an extraordinarily

12 rare anomaly and should not account for the many times

-

13 || that it is present here, even among the so-called control
14 groups.

15 v .1 have looked :through my book that talks about
16 and shows pictures of children with structural anomalies.
17 | The closest I can come is either it represents anomalies
18 along the line of the diastasis tuinfalliceals which are
19 || the ventral hernia anomalies where the abdominal

20 musculature does not close around the umbilical cord or

21 that it represents simply a frog or pot belly, thus, a

22 swollen belly, thus acytees in the baby. This results
23 from perhaps destruction of red cells, perhaps

24 malfunction of the kidneys of the fetus,

25 Again, it is very unusual and is not described
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in American nurseries. You do not describe as a -

- structural anomaly a pot bellv on a child. I am left

with that. I cannot get a good answer for that.

Both Dr. Erickson and 1 have cased around
trying to find out what that means.

I am stuck with the first one, The second
one from the smaller group represents a much more
reasonable birth rate for a population, down around
17 per 1,000,

The anencephal}.is the anomaly of major
interest. The prohblem we have here is as I said,
anencephaly runs in families. Here we have it running
in families. It is a rare event to have this number of
anomalies in a small number of familjes but that is
where those numbers come from, that is five, fifteen
percent come from families that have experienced this.

We are not told 3pecifica11y whether those
families are ones with some kind of unusual exposure,
In fact, they are not really much characterized at all
particularly in terms of other family history of
anencephaly.

One has difficulty interpreting this because
of what exactly is the rate. These are noﬁ-independent
sorts of ohservations.

The batrachian abdomen appears commonly and
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. I simply do not know its name in English.

I have two investigations of soldiers who have
Teturned versus soldiers who were in and stayed. In my
original French and in one of my English translations,
it is a much smaller number. When I looked at it,

I thought how did they find the individual soldiers that
they interviewed, was finding them in some way related to
the fact that the child was somehow abnormal. 1If that

is the case, again one c¢annot calculate a rate because

the probability of being found by the investigatofs is
altergd by the fact of what you are counting so you cannot
count it, )

When I got the second paper which had a
larger numbher, that was sort of born out because they
were able to find more and more people as the 1nquiry
went on. We have not enumerated some kind of a
population. It said there were one million such people
and I counted all of them or a random sample of them and
I counted the number who came to my attention.

Ancillary to that is some of the numbers that
they have here. 1f you ask American women or women in
most developed countries, not age-specific but overall,
approximately what their spontaneous abortion-miscarriage
rate has been, you will get a number something like

15 percent of pregnancies.
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If you add to that premature deliveries, you
will get some number higher. In North Carolina, for
instance, the number of children b¢rn definitionally
premature, that is under 2500 grams at birth, is about
8 percent.

What we have here is Group A, the soldiers
returning from the South married to a Northern woman
who give a combined history of both abortions and
premature deliveries of 15.3 percent, a low number even
given these people are reproducing perhaps at an earlier
age. |

The sterility number I am not sure what to
'do with because I do not know U.S. poPulation numbers.

The unexposed group give a rate of 10,4
percent and alsco give a rate of zero éut of 309 birtﬁ
defects,

I think mostrpeople in developed countries
would call a number of about three percent typical, Zero
out of 309 would be considered to be unusual.

1 have another little bit of evidence that the
likelihood of being countéd by the study is affected by
the fact of an adverse outcome. Since that has happened
or appears to have happened, I cannot calculate a rate.

What 1 am.stuck with is there does not appear

to be the so-called signal anomaly nor an increase in the
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group of things that one argues as signal anomalies, that

[ is dominant defects that arise from immuiations. Examples

are neurofibromatosis and achondroplasia.

There does seem to be an unusual amount of
anencephaly with some dilution by the fact that there are
anencephaly families in{this study,

Parenthetically the second smaller province
in my French is a subset of the first larger province.
Thus I cannot tell how many of thé anencephalics in the
first part are the same as the anencephalics in the
second part, thus, doubly counted.

There are soldiers who havé returned from the
South who have children with birth defects. There are
also soldiers who never left the Ngrth whose children
have birth defects. |

The rate at which those different groups
reported to this investigator are different but from the
data presented in these papers, 1 cannot tell how.

different those rates are since I do not know out of
what they have been drawn and with what pressure of
selection. -

. The evaluation is I am stuck again with the

notion of clinical observation. Ue have here a set of

data with a clinical observation that these things have

occurred.
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Perhaps our focus in further inquiry can be

| directed a little better., Since I am without a signal

anomaly, since I am confronted by the fact that the
! numbhers do not jive with numbers I can generate ocutside

this study and since I believe there are strong forces

ol Jifferential ascertainment because the rates are low

‘ for spontaneous abortion, because the usual anomalies
are absent, because the fertility rate in the one study
is so high, because the congential anomaly rate in the
second study is so low, I really cannot say anything
other than this is a set of clinical observations,

,

intriguing but essentially unvaluable in a standard

sort of epidemiologic way,

" CHAIRMAN SHEPARD: Thanﬁ you very much,
Dr. Erickson will give us.an_update on the

W status of another hirth defect study, the outcome of

which I think will be very interesting.

REPORT ON CENTER FOR DISEASE CONTROL PROPOSED
BIRTH DEFECTS STUDY BY DR. J. DAVID ERICKSON

DR. ERICKSON: Just to recap what I said
at the last meeting of this Committee, (DC has proposed
to do a rather large case control study defining casés
as babies who are born in the metro Atlanta area over
the past decade.with birth defects. |

The controls were normal babies., It is to_
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i is what I have been spending virtually all of my time

determine retrospectively whether or not a greater
proportion of the fathers of case babies had served in
Vietnam in contrast with fathers of normal babies.
Around the first of July, Mrs. Harris,
Secretéry of HHS, gave CDC its marching orders and told

us to get busy with the planning for this study. That

and a good bit of my staff's time doing for the last four
weeks,

I had two pediatricians assigned to me for
the duration of the time it takes to finish with the
generation of detailed protocol, ,

We hope to have that protocol completed in
about a week and a half. At that time it will be
submitted for clearance at CNC;sometime between mid-August
and mid-September we will discuss the protocol with the
Interagency Committee on Phenoxy Herbicides and
Contaminants. -.

In mid-September CDC will assembie a small
group of ad hoc consultants to review this protocol which
will consist of consultants who will be two epidemiologist:
a biostatistician and a medical geneticist familiar with

problems of newhorn habies.

Between mid-September and the end of October, "

we hope to have the protocol under review by the Office
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of Management and Budget and hope to have things all
squared away to begin hiring personnel at the end of
October and collecting data beginning sometime around the
first of the year, January of 1981,
We plan to be collecting data for one year
and hope to have a final report submitted in July of 1982,
I would be glad to answer any questions.
CHAIRMAN SHEPARD: Thank you. Dr. Suskind?
DR, SUSKIND: What would be the size of your
population, your birth defect population?
DR, ERICKSON: Over the past decade we have

on file youghly 12,000 babies who werg born with

' anomalies, roughly half of whom have what we would call

a serious anomaly.

We are not quite sure yet how many babies
will be targeted for study, somewhere on the order of
5,000 to 6,000 babies with malformations and something

on the order of 3,000 normal babies, it is a very large

.case control study.

DR. SUSKIND: These would be babies born

between 1968 and when?
DR. ERICKSON: Through 1980,

DR. SUSKIND: You are not going to be relating
them to Vietnam exposure but you are going to be relating

them te phenoxy herbicide exposure?
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DR.

ERICKSON: We are quite hopeful that we

can tell whether Vietnam veterans in general are at risk

to try.

Our

DR.

to forget that

by Dr. Kearney

of having babjes with birth defects, We are not too
( optimistic about what we can do about getting down to

| the question of Agent Orange specifically. We are going

basic outcome will he whether a man

“ served in Vietnam or he did not.

SMSKIND: I think we have the tendency
in these United States, as pointed out

in a review some years ago, millions of

l pounds of 2,4-D and 2,4,5-T were used by gardenerg, by
F

home owners, by farmers.

population that grew up through 1970,

| hetween 1948 and 1970 had more or less exposure to 2,4,5-T
}

I The
I
}

' and 2,4-D is still available,

| It is difficult to identify a non-exposed

I population. The relative exposure can be determined to

zome degree by
! DR.

| DR.

interview,

ERICKSON: To some degree.

SUSKIND: Not very much,

' CHAIRMAN SHEPARD: This is going to be the

[ problem with almost any study we do that tries to relate

l exposure to herbicides in Vietnam and to separate that

! from other exposures, either here or there.

(202) 234-443)
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1 f - DR. ERICXSON: We will be gathering information
2 about a wide variety of things that are thought to be
3 || possible causes or associates of birth defects. We will
4 || be able to evaluate those in the population at large
§ || and in the Vietnam veterans.
6 | It seems to me you must keep in mind the idea
v || that Vietnam veterans may be different from other men

g | in a wide variety of ways other than the possibility

9 |l of having been exposed to Agent Orange.

10 “ CHAIRMAN SHEPARD: Thank you, Dr. Erickson.

1 MR. DeYOUNG: In a sense that is all the VA
12 " needs to be interested in. I am not speaking now from
o L4

13 || scientific curiosity but from a benefit structure

14 standpoint.

15 | If the statistics show that simple presence

16 ' in Vietnam differentiates you by a higher increase in
17 || birth defects then the rest of the population, that

18 strikes me as probable cause to go ahead and review the

able to say, yes, this is Agent Blue that did this, or

21

22 Agent Orange, or Agent White, or the crazy karmo over
23 there. It is immaterial to a certain extent.

2 All we have to establish is those veterans
25 do have problems at a greater rate.
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I personally welcome this study with open arms.

CHAIRMAN SHEPARD: Xext Dr, Honchar from
NIOSH is going to tell us a little bit about the dioxin
Tegistry.

REPORT ON NIOSH INTERNATIONAL DIOXIN

REGISTRY BY DR. PAT HONCHAR

DR. HONCHAR: I should start off first by
making a2 distinction between the current effort underway
at NIOSH to establish a U.S. registry versus discussions
that are currently being held with regard to an

international registry.

After I complete a brief description of the

. particular NIOSH effort in the United States, I will

relate that to the discussions about an international

effort, |
Right now af\NIOSH. I should say for the
past year at NIOSH, an exposure registry is
being compiled of all people in the United States who
have worked at synthesizing 2,4,5-T,.
The information being collected includes
their work histories, how long they worked at this
particular type of job and also information about the

particular process in use at the industry where they

were employed.
‘ . ThHe ultimate goal of this registry will be
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for its utilization in a retrospective cohort
mortality study. That is, this group of people will be
followed historically with questions asked about their
cause of death and its comparison to expected‘rates and
expected causes.

The registry will ineclude .
populations from approximately ten different industrial
sites within the United States including the sites
mentioned by Dr. Suskind earlier,

The reason for embarking upon a
registry of this type was to increase as much és

possible the ability to detect problems within this

population., That is, the larger the group of people being

reviewed in a mortality study of this type, the more

.powerful will be the study to detect any rates that

are different from expected rates and also to detect
types of tumors which may be rare, for example, in the

case of carcinogenicity,

I should add as a footnote that carcinogeni-
city will not be the only cause of death that will be
under review by this registry but also non-carcinogenic

causes of death; cardiovascular diseases and so on will

also be considered,

With regard to a status report as I mentioned
earlier, the registry has been under formation for
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approximately a year now. It is still in the data
collection phase., We are not to be polite meeting with
as much cooperation from all indust;ies as we would like
and currently anticipate spending a bit of timé enforcing
subpoenas for data in the near future.

We hope to avoid that but it may be a
possibility with some of the industries we are pursuing.
There are other industries that we have not yet contacted
that will be contacted in the near future.

I also said earlier that there are approximately
ten industrial sites involved. Each site or I should say
many of the sites as far as we have been able to determine
were occupied since the 1940‘3 when 2,4,5-T synthesis
began by more than one industry, which complicates the
issue incredibly. Bésically we .are looking for
historical work histories and personnel records from an
industry that may have vacated a site ten to fifteen years
ago and was then followed by other companies,

The data collection is moving along slowly.

My last estimate of the completion time, that
is the time until the first analysis could be expected
from the entire cohort in the registry is late 1983, Given
ongoing problems with regard to finding the data.mmlgauung.
cooperation from the industries, that date may extend
further into the future.
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I do not present this information as a

- potential definitive answer to Agent Orange in Violnam.

1 certainly would not make a8 recommendation at this time
that if, given other information, that decisions
about veterans in Vietnam be held off until 1983 or
later. |
Nonetheless, this stﬁdy is important because
it is an attempt to assemble a large group of people
with known exposure to 2,4,5-T through the synthesis
process and explore their mortality experience.
With regard to the international régistry,

given that the synthesis of 2.4,5-T is ,not a labor intensive

activity, even workers from the ten U.S. sites may not

provide a large enough number to allow the power we wonld

like to see to detect unexpected rates or cause of

death,

Going outside the United States and
identifying and including peoble who have been
involved in synthesizing 2,4,5-T from Furopean
producers would increase the power of the analvsis

even further. v

There are discussions underway. Parties
jnvolved to date to my knowledge have been IARC,
the International Agency for Research on Cancer; NIEHS
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with regard to the activity. Does anyone have any

| is probably the $1,000 question. It is very difficult

| the industrial sites to collect data.

: regard to whether or not the personnel records are

and NIOSH. Discussions are on the feasibility of
basically repljcating the effort as I am conducting
it here in the (nited States!outside of the United
States, primarily in Europe where most of the |
non-1.5. producers have existed.
All efforts will be made for comparability
in data collection if the international registry effort does
begin.

I think that about covers the major points

questions?
DR, SUSKIND: When do you apticipate the
total registrate population to be within the United States?

DR. HONCHAR: -1 really do not know. That
to estimate. We have not yet made our tour of all

Even if I were to extrapolate right now from
cxpected numbers given the time, to my knowledge, that 2,4,5-T
may have been synthesized at a particular site and
knowledge on a general level of about how many people

-

may have been involved, the question still remains with

available for inclusion.

It is very difficult to estimate. I resist
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{ consistently estimating.

DR. SUSKIND: What about units that have

|

literally disappeared? -Any number of industries that made

2,4,5-T in the late 1940's and 1950's are no longer in
existence. Their buildings do not even exist.

DR. HONCHAR: That is very true. We aré
finding that in_some cases, for example, a parent
industry may have held personnel records. We are also
exploring for some particular cases sitvations where
hopefully the population could be reassembled or identified
through Social Security, by a Social Security I.D. number,
or Workmen's lnemplovment beﬁefits. things of that sort,

The effectiveness of that route of identifying
the cohort is directly related to the particular activity
" at the site.

For example, at one site, dealing with the

case of mvsteriously disappeared records, I know there

was no other activity at that site besides the production

or synthesis of 2,4,5-T and 2,4-D, If in fact I can

identify the cohort and their period of time or work
at that site through some other means then direct

personnel records of the company,-that is a legitimate

group for inclusion.

There are other means being explored,
Obviously the first avenue is the particular companies.
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CHAIRMAN SHEPARD: Are there further
questions? |

NR. GROSS: - On the reluctance to provide

‘records and the subpoenas, do you suppose if certain

waiver; telling the people that the displeasure of

Uncle Sam may be visited to them if they do not'cooperate
would help? The statute of limitations must have
expired.

Do you not believe that a great deal of
records could be obtained from industry if such
assurances were given that there would be no prosecution
or regulatory action against them?

MAJOR BROWN: T think one-;f the problems you
might have iﬁ\that case is it does not limit the company
from third party liabilities. |

DR, GROSS: Civil typ; actions.

MR. DeYOUNG: The question of when that statute
of limitations begins to run much less when it rumns out.

CHAIRMAYN SHEPARD: Ve are running a little
behind schedule. I want to continue. I do want to have
some time for questions. We will stay here for a
reasonable period of time hopefully to answer those
questions.

I would now like to call on Dr. Carolyn

Lingeman from National Cancer Institute on
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loan to AFIP, who will bring us up to date on the status
. : e
of the AFIP registry and discuss a couple of proposals
,

she has made. /

REPORT ON AFIP REGISTRY AND PROPOSED
STUDIES BY DR.-CAEOLYN LINGEMAN
DR. LINGEMAN: As you know, there is s registry
of environmental pathology at the AFIP. This is the

registry headed up by Dr. Nelson Irey who is doing

||pathologic documentation for the VA's registry on Agent

Orange.

So far there have been 58 accessions there of
which 14 are neoplasms. These do not fall into any kind
of pattern. This is essentially a pathologic back-up
for a cohort study. Eventually there might be
possibilities of some type of epidemiologic analysis of
this Xind of material.
| We certainly do need the pathologic
documentation and perhaps the important thing is if there
are 26,000 people now in the VA Agent
Orange registry, maybe a bigger effort could be made to
find out how'many of those are neoplasms and get the
pathologic material in for evaluation,

CHAIRMAN_ SHEPARD: Excuse me., Let me clarify
a misconception that may be there, The 26,000 that I
referred to are Vietnam veterans who have entered the
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! registry. We do not"have anything like that number who
have submitted any tissue., There probably would be a
very small handful of those,

DR, LINGEMAN: 1If a diagnosis of neopiasia has

| been made, this would imply that a biopsy was done,

1
+

The other type of epidemiologic study which
might be possible using AFIP material would be case

control stydies. 1 think there we have an opportunity
which probably does not exist in very many centers, of
having access to relatively large numbers of rare or

infrequent neoplasms.

(- The AFIP has a registry of soft tissue tumors,
We have already had preliminary conversations

with the Chairman of the Soft Tissue Pathology Department

about a proposed study but do not know if it can be done,

As we develop plans for a study designed to con-

firm or disprove the Swedish studies, perhaps we will ask
Dr. Suskind and others on this Committee to review the

protocol,

Such a study may provide only negative
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answers but as scienftists, we are only obliged to provide
scientific answers. These will not be social answers or
legal answers, It is important that this Committee concern

itself only with scientific issues, nof legal ones,

One thing I do notice in the Swedish studies is
that nine of the soft tissue tumors were angiosarcomas which
as you know are extremely rare neoplasms in phe United
States. Only about 50 occur eth year in the United States.

We have had a cluster of dngiosarcomas in an
industry that manufactured chlorinateq compounds of a different)
type. As you recall, vinyl chloride has been associated
with angiosarcomas of the liver., In the case of vinyl
chloride, the angiosarcomas is what might be called a
signal neoplasm. I

In the Eriksson study there may have been an excess
of angiosarcomas. As in the Swedish studies, we would
attempt to determine whether or not people with soft tissue
neoplasms might have been exposed to phenoxy herbicides.

But I wish to emphasize that these studies are

only in the very early talking stages.

The other problem of concern to us is the

-
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controls, We are clirrently working on another case control
study involving neoplasms ol the sinonasal tract, and are
using cases from AFIP data base for controls. These are

all sick people, Which ones do we exclude and how do we

decide which'gnes to exclude? We can match the controls

. by age, sex, race and even geographic location hy state,.

We welcome comments from the epidemiologists as
to what kipnd of groups we can use for controls.

CHAIRMAN SHEPARD: Thank -you very much,

Dr, Lingeman,

You did mention the testicular tumor?

DR. LINGEMAN: That»was the other group we talked
about. It tﬁrns out two of the three we have in the Registry
so far are from the same patient. We actually only had two
patients with testicular tumors. Both were young men. Testi-
cular neoplasms are among the most frequent neoplasms in
young men. |

Others have mentioned testicular neoplasms as one
type that may be showing up in the Vietnam veterans. Probably
this is\the second most important type of neoplasm for alcase-
control study,., We will see what we can do.

CHAIRMAN SHEPARD: I think this is a very

important announcement because the AFIP does have a vast

store of material, and I guess all of it is computerized.
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It has been put in thefe very carefully and
can be analyzed relatively easily.

We are looking forward to the results of those
studies., Thank you, |

We would.like to hear from Major Phillip
Brown of the Air Force on the status of the Ranch Hand
Study which as gll of you know has gotten a lot of
visibility., Due to the fact this is a cohort with
relatively precise exposure dataland probably the only
such cohort that exists, we are looking with great
interest to the déveIOpment of this study,

Major Brown?

’

REPORT ON THT RANCH HAND STHDY BY
MAJOR PHILLIP G, BROWN

MAJOR BROWN: Thank you, sir,

I think it would be worthwhile to review a

little bit of the past history, hopefully most of you
know of it but maybe not all.

The Air Force as early as 1978 was

volunteered to

begin to examine the possihility of an epidemiology

”

study regarding the Ranch Hand personnel that flew the

missions in Vietnam.

It has taken us many months to get to the
point now, as of 1 August to have a recommendation by the
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Interagency Work Group to the White House recommending
that the Air Force do the study.

At this time it is my understanding that this
recommeﬁdation is under consideration by the White House.
Until such time as we get guidance, the Air Force will
stili be in the situation of waiting but still doing some

.
work.

We ﬁave identified the population in terms of
the exposed individuals. We are now certain there are
1,160 personnel that flew the herbicide in Vietnam ovér
the years. We had originally said an estimate of 1,200.
We came out fairly close.

We have started the procgé% and are well along
the way of identifying the controls for those individuals,
We believe there is going to be‘an extremely tight match
hecause we have a very large population for the controls.

We are in the process of locating the
individuals that flew, thanks to the legislation that
occurred in Congress recently. We were able to contact
the 1.R.S. and by that legislation they have been obliged
to tell us the last whereabouts of these individuals
via their income tax returns. -

| It has been extremely helpful. It is one

of those rare events that occurs every once in a while.
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We are doing an extremely large amount of work,
e are refining the protocol, The Scientific Panel of
the Interagency Group recommended a twenty year follow-up.
That may have great precedence within the Fede}al sector
for a study, since I am not aware of any fhat has been
programmed fﬁr that long. |

This has obviously taken some thinking in
terms of the Air Force about programming and the size
of contributions that might be required to do the study.

CHAIRMAN SHEPARD: Thank you. Are there any
questions for Major Brown?

MR. DeYOUNG: You say you Pave a large control
population from which to draw, What kind of group is
that? Air Force personnel who have not been to Vietnam?

MAJOR BROWN: These are Air Force personnel
who were in the Vietnam theater of operation.

MR. DeYOUNG: Not involved in the Ranﬁh Hand?.

MAJOR BROWN: That is correct, not exposed.

MR. DeYOUNG: I believe there was some talk
at our last mceting about having this Committee review
that protocol., 1Is that an offer from the Air Force
or a request from the Committee o; am I totally
misremembering it? ‘

CHAIRMAN SHEPARD: I do not recall. There are

some members of this Committee who also serve as members

NEAL R. GROSS
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1 | of the Scientific Panel of the Interagency Work Group. 1
2 do not recall any specific offer or commitment on the
3 | part of this Committee to do that.

4 |; DR. SUSKIND: Has the logistics of dﬁrrying

§ | out the study been explored?

6 MAJOR BROWN: As you are well aware,

7 | Dr. Suskind, because of your studies, that is a major

8 | problem. We are aware some of these individuals no longer

9 ! reside in the United States. We will have a logistics

10 || problem. We have been exploring that to see what is the

11 beét ﬁethodology for it.

12 There are a number of optigns and no particular
13 loption has yet been identified. |
14 | CHAIRMAN SHEPARD: Thank you very much,

15 || Major Brown. We will follow the progress of this with

16 great interest.

17 Dr. Kearney would like to tell us a little bit

18 || about the activities of the Department of Agriculture

19 and their involvement with the whole issue of herbicides,

20 REPORT ON NEPARTMENT OF AGRICULTHRE
ACTIVITIFS BY DR. PHILIP KEARNEY
21 '
22 | DR. KEARNEY: Mr. Chairman, it is running late

23 || and 1 did prepare some written comments. In the interest
24 | of time, 1 will just pass these out to the Committee.

25 ' It describes the title of the contact person,
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the date of completion. I see nothing wrong with anyone

~ contacting these people to learn the status. I do not

know that they need discussion.

CHAIRMAN SMEPARD: Thank you very much. I
appreciate your sensivity to the lateness of the hour,
I really appreciate your putting this together.

- As many of you know, the use of herbicides
obviously impacts heavily on the forestry and
agricultural industries of this country. Those agencies
and activities involved in that work are following this
whole issue very closely and are conducting studies
parallel to some you have heard about.

I apologize for the fact éhat we have run over
by about half an hour. I do want tb take some time to
recognize some of the questions to come forward.

" Let's take a short break and return for
questions and answers.

(Whereupon, a short recess was held from

12:03 p.m. to 12:10 p.m.)
CHAIRMAN SHEPARD: Let's reconvene, ladies

and gentlemen.

We have a number of written questions. We

will attempt to answer as many of them as possible,

1 feel a little uncomfortable ahout asking
the memhers of the Committee to stay beyond 12:30 p.m. or

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
: 1330 VERMONT AVENUE NW
{2302) 234-4433 WASHINGTON. D.C. 20008




120.

10
11
12
13

14

15
16

17
18

19
20

21
22
23
24

25

*12:40 p.m. 1 will be happy to stay for as long as
necessary and do my best to answer questions that have

icome in.

l' In the event that we do not get your questions

:answefed, we will answer you in writing if we have your
Inames and addresses.

I haﬁe a group of four ffpewritten questions
with the name df.Frank Latonzee from Citizen Soldier. We
will start off with oﬁe of Mr. Latonzee's questions,

L | I will read the four and maybe you can
| identify thelmost important one you would like answered

first and then we will continue with the others.

Why has not the VA developed a standardized

clinical protocol for examining Vietnam veterans by all

h VA facilities?

I can answer that there is a reasonably

h

I

‘ standardized protocol in the form of our instructions to
VA facilities, There is something of a protocol that is

' N .

" in the form of instructions to the VA facilities as to
Iy
how these exaninations are to be conducted,

| : _

h Obviously if you are dealing with a large

population, both of veterans and physicians, with a wide

very difficult to standardize a protocol. There will

be an individual variation on the part of the physician
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as the needs require.

Why ié no data taken from veterans'wives?

Why has not the VA implemented standardized
precoded questionnaire forms for all VA facilifies? That
has been done.

We do have a standardized Questionnaire.

Maybe you have a more specific question relating to that.

What protocol has the VA established to help
incarcerated veterans obtain Agent Orange examinations?

I can very quickly answer that., The VA is
not authorized to enter penal facilities. We will make
available to any medical department§ of those facilities
our questionnaire and the instruction; so in the event
the medical departments of those penal facilities are
capable of carrying out the same instructions that we
provide to our own physicians.

We would be happy to receive the data which
comes forth from that.

Why has not the VA actively pursued the
development of biocassay methods other than fat tissue
analysis including the new RNA blood analysis techniques
which were developed in-house by VA doctors in the Bronx
VA?

1 do not have the information to answer that.
Dr, Hobson?
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DR. HDBSON: 1 think they are referring to the
RIA. There has bheen some work done in an attempt to
identify TCDD in blood. At the present time that has
not proved sensitive enough nor has it bheen validated to
the point where it has any usefulness in correlation
with exposure in the past.

The other thing in that regard is while you
can detect dioxin by various methods, immediately after
exposure to the blood, material does not hang around in
the blood.for a long period of time. It is disposed of
by the body either by discretion or by depositing it in
fat and other tissues.

The likelihood of finding circulating
dioxin ten years or so after exposure is a priori,
pretty slim, ; |

CHAIRMAN SHEPARD: Thank you.

We have a group of questions from the Veterans
of Vietnam War, Post #1, Is this from Pennsylvania?

MR. BISSLAN": Scranton, Pennsylvania.

CHAIRMAN SHEPARD: VWe welcome your
participation and are pleased you saw fit to take the
trip. ‘

Some of these are in the form of questions
and some are in the form of comments,

Is the VA Hospital going fo continue with
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I am not sure if you are referring to a
specific VA hospital. I will answer the question
assuming you mean the VA hospital system.

We are in the process as I think I indicated
earlier and if I did not, I meant to, that we have
observed some problems with the use of our questionnaire.
We think there are some questions there that most
veterans find difficult to answer and probably there are
questions that perhaps are not there and should be there.

A subcommittee of Dr. Page's group is working
hard to revise the questionnaire and improve the
questionnaire, As scon as that has been approved by
the Agency and has been tested and has been found to be
an improvement on the existing system, we will circulate
it for implementation,

What mothods and to what extent will be used
to determine dioxin present in veterans?

I think Dr. lfobson has alluded to that,

Maybe I could amplify it a little. The whole technique
of measuring dioxin in the body is a very, very difficult
one. We are talking about parts”per trillion of dioxin
in body fat, that is, the limited work that has been

done in that area already.

The fat biopsy effort that has been undertaken
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the country. There are relatively few lahoratories that

t are capable of doing this very sensitive test.

I think the studies that have been done or
the attempts to measure dioxin in the body first of all
are exquisitely difficult and furthermore, we do not have
a strong impression that there is a high level of
correlation between measurable detectable levels and
exposure to Agent Orange.

I think that brings into question the
usefulness of this very difficult and expensive test.

If other members of the Panel have anything
to add to my answers, please feel free to jump in,

What percent ofldisabilitf will be awarded and
when? .

(LAUGHTER. )

CHAIRMAN SHEPARD: I think I understand where
this question is coming from. The whole problem of
disability compensation continues to be of concern.

As 1 think I mentioned earlier, we are
working hard to make the point that the disability does
not have to be related to any demgnstrated exposure to
Agent Orange or any other substance. The association
of a disabjlity with military service is the only

requirement. To date, that process continues.
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We are looking in all our studies for evidence
of linkage of Agent Orange or service in Vietnam to
disabilities. Certainly the data that comes from our
registry should give us a clue as to what disabilities do
exist in the-Viefﬁam ve#eran population.

MR. BISSLAND: When a veteran does go to a
VA hospital for an examination, what is done with that
data that is taken by the doctor?

If there is an ailment, they have a
tendency not to notify the veteran of the ailment and
as a case in point we had a member who had an Agent
Orange examination and the liver case‘came back and
proved there was something wrong with his liver.

He went back for another test and it was not °
as bad as it was before. A week later, he was cured.
Reﬁarkable!

CHAIRMAN SHEPARD: That is not unusual. It
is quite common in liver ailments. For example,
hepatitis and jaudice is & group of diseases which
affect the liver. One of the ways of detecting that
other than the yellow appearance of the eyeballs or the
skin is through a battery of liver enzyme tests.

Characteristically, this is a self limiting
disease and.the enzymes return to normal in a varying

amount. of time.
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It is not unusual for somebody to have

2 hepatitis and to recover swpontaneouslv. 1In

3 l fact, correct me if I am wrong, there is no known cure
4 |l or medicine for that particular illness.

5 What you described is not an unusual thing.

6 You asked a question about follow-up.
7 I MR, BISSLAND: We have patients who do not

8 || know what is happening. They go for tests and hear

9 | nothing more.

10 CHAIRMAN SHEPARD: That 1 have heard and it
11 | is fegfetable. I hope when that is the case it means
12 the studies have come back normal.

L
13 *  We are pursuing efforts to improve the

14 follow-up procedure, 1 feel very strongly that regardless
5 , of what the results of your éxamination are, that each

1¢ - veteran should be informed and we have that obligation,

17 I and invite him to question the results in any way he
18 ” sees fit.

We are attempting to improve our follow-up

process,

21 r Since present studies will not be completed

22 I for some time, what about vets who are suffering now and

-

23 [ if vets die in the-meantime, will their families be

24 | taken care of or will their death certificate read

25 ' "cause unknown"?
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There are a lot of questions in that comment.

! Let me take the first part. Since present studies will

not be completed for some time, what about vets who

ate suffering now?

Any veteran, be he a Vietham veteran or
any other veteran who is eligible for care in a VA
hospital obviously can have his problems taken care of
now., The quesgion of eligibility is a fairly complex
one and I do not think I will take the time now to
describe it in detail. Part of that is the fact that
I do not know all of it in detail.
If there are illnesses demonstrated at the
‘present time, there are mechanisms for having that
illness treated in VA facflities.
About the Vietham veteran who dies, will his
family be taken care of; that is a little out of my
area of ekpertise. It is my understanding that death

benefits and survivor benefits are availabhle under

certain circumstances.

DR. HOBSON: If I could make a comment, these
questions that go to compensation and pension are coming
to the wrong people, I think there is no one in the
room right now who 4is in compensation and pension.

I think frankly it is going to be misleading:

if we attempt to answer them here., We may give you

NEAL R. GROSS
COURY RIPORTIRS AND TRANSCRINERS
1330 VERMONT AVENUL, NW
(202} 324-4433 ' WASHINGTON, D.C, 20003




128.
]

2

13
14
15
16
17
18

19

}
1
|

I

misinformation. Since this was a scientific panel, they
were not asked.to'be represented on it. I think these
questions are probably a little out of line although they
certainly are germane and ones that demand answers.

This is just not the proper place to get the
answers,

CHAIRMAN SHEPARD: Thank you.

Many Qeterans are regular blood donors. Many
of these veterans are finding they have dioxin in their
blood, I would question that,

MR. ROXBY: I work with people who have the

medical reports back that say they have a percentage of
dioxin in their blood. i

DR. HOBSON: Which hospitals?

MR. ROXBY: The Wilkas-Barre Hospital.

CHAIRMAN SHEPARD: We will look into that. I
am not aware of any VA facility that is measuring dioxin
levels,

MR. ROXBY: 1If the tests are accurate and
true and this man does have dioxin in his bleood, does
this or does this not put some type of contamination
in to the recipiént of that blood?

CHATRMAN SHEPARD: Obviously if someone had
dioxin in their blood, it would represent a contaminant.’
I really question thé ability to my knowledge of any VA
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hospital measuring dioxin levels in blood.

MR. ROXBY: You are questioning the VA hospital
in Wilkes-Barre,

CHAIRMAN SHEPARD: I am questioning the source
of that information,

MR. ROXBY: That can be documented. IIt digd
come from a VA hospital,

CHATRMAN SHEPARD: We will certainly look into -
it.

Those are all the questions 1 have, There is
one request from Mr. Roxby to address the Committee., I
would entertain such an address for a few minutes.

MR. ROXBY: If I wanted t; say everything I
have to say, you would be here another three days about
what has been going on with me since 1974.

All 1 have been hearing about is chloracne.

It is the only thing being related to exposure to Agent
Orange, TCDD.

The Comptroller General had a study made with
‘other findings possibly with the soils, If I take my
shirt off, I can show you. I know how much pain there
is having this stuff on your bodyi The weakness is
unreal. I cannot get out of a chair without help
sometimes. Weight loss, almost SO0 pounds in four years.

Nausea;, I cannot eat or drink without losing half of it
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five minutes later, Urinary tract, I have no control
half the time, If I have to go, 1 have to make sure I
am there or I will go where I am at.

My sex life is completely shot. I am 34 years
old. I do not know what it is to go to bed with a woman
and that has been fof four years now.

Mobility and drive; 1 cannot move my arms
and legs. Anger and frustration, no one would like to
get up and argue with me, I would blow them away.

Stiffening of the hands, arms, legs, the
neck muscles, headaches, breathing difficulty, swallowing,

I am almost on baby food. 1 have had diarrhea for four

years.
All this, every one of them has been documented
in the article published by the Comptroller General,

There are follow-ups on it. I had a copy sent up from

e e e

the VA hospital in Lancaster.

1 am just wondering why all these symptoms can
be in a book and I have them and I will go back in the
hospital 1ike I have been for the last six years, why
the only issue coming up is chloracne. Chloracne seenms
to be the littlest problem of them all 1listed.

It is the smallest but it is the only one
being thrown in our face. For all this, I get $5.00

a month disahility.' T get $165 after that because I am
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131,
house bound and need regular aid., That is my disability.

CHAIRMAN SEEPARD: Are you getting care in your

MR. ROXBY: Anything I want. I get'my care
at thé Wilkes-Barre Hospital and 1 have been treated at
both the Philadelphia VA and tﬁe Wilkes-Barre. I have
beeq treated for everything from frostbite to burgers
diseaselfrom Vietnan.

-CHAIRHAN SHEPARD: Have you filed a claim?

MR. ROXBY: They do not seem to have records
of my having an Agent Orange test. I have to go through if
aga;n. The papers for my claim are going in again for

}
the second time.

CHAIRMAN SHEPARD: 1 ceftainly sympathize with
your problem. I hope you are getting good care at
the Wilkes-Barre Hospital. I want to encourage you not
to try to conclude that your problem which is 4 very
serious problem and just looking at you I would suspect
it is sclpredema in some form, the symptom complex you
described is fairly classic for that condition.

MR. ROXBY: 1 have been doing a good deal
of reading on what I have been treated for. The symptoms
I have wjl}.point to slceredema but they also point to
dioxin poisoning. You have them back to back,

They were rather tell me I have scleredema,
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non-service-connected instead of turning around and

I

|

saying I have dioxin poisoning. That is what it comes
down to,

CHATRMAN SHEPARD: You are approaching the
problem from the point of view of filing a claim. I do
not have the expertise and we do not have all the
records here to examine but I think you should pursue
the possibility that this may'have heen a service
connected problen,

The issue of felationship to dioxin is
probably not your strongest case. A much stronger case
is the fact that you had some of the early signs of this
condition while you were in service or shortly after
service.

MR. Roxﬁ?: I had the rash right down my entire
left side going across my chest. It does not seem to
relate. I have been getting nowhere as far as the
Veterans Administration is concerned.

Every time I fill out a form to send it in,

1 have to start looking through papers and so forth
describing when it started. Aftg; I send that form out,
I get another and they want the same information.

CHAIRMAN SHEPARD: Let me say we_ﬁill look

into it; We will.be in touch with the hospital in

Wilkes-Barre.
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MR. ROXBY: I have also been denied copies

2>f my medical records and tests whiéh I believe is

illegal under the Freedom of Information Act. - -~ -

CHAIRMAN SHEPARD: We will be happy to lﬁok
into that and get back to you.

DR. HOBSON: Request under the Privacy Act
and not under the Freedom of Information Act. |

MR. DeYOUNG: We have had that happen to
people in the Midwest as well and our response is to
simply march into the Director of Information Office
for that particular hospital and ask politely in an
assertive manner, insist on your rights under the
Privacy Act. You are entitled to a hénd carried copy
of any tests.aS'bf that date,

MR. ROXBY: At:the Wﬂkes%ﬁrre'ﬂospital you
will be marched out the door. I sent away for my |
records in Missouri under the sténdard Government form
stating_what records I wanted, I was denied those
records. I was sent back my discharge papers and that
was it, my 242,

- MR. DeYOUNG: Did they 5pecifica11y say
.xou.céuld not have those records?”

MR. ROXBY: They specifically did not send
those to me. | |
| | TMR. ﬁeYOUNG: They d4id not understand you.
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MR. ROXBY: Conveniently misunderstood me.

If I wanted a'copy of my DDT-14 form, I would have asked

for it.

MR. DeYO!NG: The grapevine tells ﬁe that
the records at Missouri that you are asking for, all
those requests are simply piling up on some fellow's
desk, some GS-9 down there who sits there scratching
his head and saying, what do I do with these? No one
has worked out the system for coping with those

" responses yet,

I am not trying to make excuses for the

Government. That is not my job.

The bottom line to the vet is do not hold your

breath for those records because you are not going to get

tﬁem. '
CHAIRMAN SHEPARD: Thaf concludes the written

| questions. Dr. Rogan?

DR. ROGAN: I would like to add in reference
to my discussion earlier that the crude birth rate in |
the North Vietnamese study was 75 per 1,000 population
year. The 400 was a per woman year number adjusted for
a spontaneous abortion rate of I¥5 percent. Thus, 400
‘l pregnancies per 100 woman years.

CHAIRMAN SHEPARD: Thank you,

I would have the Committee stand adjourned
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I and would like to express my great appreciation for the

+

participation of all members of the Panel, the
l'forbearance of the audience and their interest in this
i issue,
- 1 again want to express my appreciation for

all the hard work that has been done to coordinate this

meeting and look forward to seeing you again.
‘Thank you,
(Whereupon, the meeting was adjourned at

l.12:35 p.m.)

J
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Richard A. Hodder. I hope he'll arrive shortly. He has

PROCEEDINGS

Dr. SHEPARD: - Good morning. Welcome to
our quarterly meeting of the VA Advisory Committee on
Heélth-Related ﬁffects of Herbicides., We are pleased that
you are all here, both as obhservers and as members of our
Committee, and we hope this will be another productive
session.

I have a few announcements to make.

We are very pleased to have a new member of the

Advisory Committee in the person of Lieutenant Colonel

been invited to be a member to replace Colonel Thiessen
who has resigned from our Committee due to his retirement
from the Army.

Colonel Hodder is curxrrently Director of
Epideﬁioiogy in the Department of Preventive Medicine and
Biometrics at the Uniformed Services University of the
Health Sciences, a new medical scheool ‘on the Bethesda
Naval Hospital Campus, |

Dr. Hodder is a medical epidemiologist, and we
are very pleased that he will be a member of our Committee
and we look forward to working with him. .

I have a letter from Dr. Abraham Lilienfeld
which I would like to read to you. This was addressed to

Dr. Haber, since Dr. Haber was my predecessor in this job:

- NEAL R. GROSS
COURY REPORTERS AND TAANSCRIBERS
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"You may have wondered about my absence at the
Herbicide Advisory Committee meetings during the past several
months. What happened was that in April I was made Director
of the MPH Program at our School, at the request of the Deaé.
This inciudes an effort te review the program, evaluate it,

+ and make curriculum changes necessary, etc. This has, as you

might expect, taken an inordinate amount of time in the last

4-5 months,

“In view of these additional responsibilities, I

regret to say that it will be difficult for me to continue
to serve in-an advisory capacity. I'd rather admit this than
find myself in the position of not being able to attend meet-

ings on designated days or to respond to a variety of requests,

"1 feel certain that you understand my position in
. _
this matter.
"Best personal regards, Sincerely, Abraham

Lilienfeld.”

Y

We regret Dr. Lilienfeld's resignation, but certainlj

understand with the press of dutiés in his new responsibilities,

his inability to continue as a member of this Committee, and
we are now making efforts to secure ‘a replacement for him.

We are very pleased to have with us this morning

Dr. William Gaffey, Manager of Epidemiology in the Department

of Medicine and Environmental Health for the Monsanto Company

in Sst. Louis., Dr. Gaffey co-authored a recent study analyzing

NEAL R. GROSS
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i the relationship betWeen TCDD and the cause of death of 58

employees potentially exposed to the contaminant during

2,4,5-T herbicide production at the company's Nitro,

West Virginia, plant.

Dr. Gaffey has very kindly consented to appear on

i

|

'ogt and send them forward so they may be included in our

the program today and bring us up-to-date on some of the
recent studies that he has been conducting.

As in previous meetings, we will have a time for
guestions at the close of our formal presentations. I would

encourage all of you who have gquestions to please write them

discussion period. There are cards, pencils, and so forth
in the rear of the room. If you have a question, please so
indicate and our secretary will be happy to provide you
with the materials. - |

We have received a notice of some correspondence

relating to a reference that was made at a previous meeting --
not a recent meeting, It was before I became Chairman., I
think Mr. Ron DeYoung had made a cOmment at the December 12

meeting concerning the possible destruction of records as-a
result of a fire in the Regional Office in Chicago.

. We have looked into this matter and I will include
the report of that fire in the minutes for the sake of com-
pleteness, I will just read to you a portion of that

report so you will understand what the bottom line is.
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' This was a fire that-occurred on January 31, 1979, The fire

caused extensive damage within the Adjudication Division
of the Chicago Regional Office.

"The Adjudication Qfficer's office was destroyed
and other areas adjacent to that room were extensively damaged
Eby fire and water.

;There were no veterans' records in the Adjudication
Officer's office at that time. Some veterans' records in

the Assistant Adjudication Officer's office were scorched
from the intense heat, as were some in the filing cabinets
nearest the fire, but there was no irreparable damage.
"Several efforts were made to obtain an explanation
of Mr. DeYoung's allegation of the loss of Agent Orange 526

claim forms. All 526 forms were accounted for in the individ-~
%

ual veteran's claims folders., It was learned that a handwritt%n
listing in the Adjudication Officer's desk contained the names
and file numbers of veterans who had filed claims identifying

Agent Orange as the disability which had been received by

that office.  This personal refererice list was destroyed but

was re~constructed based on records maintained elsewhere in

thé Division.™

So just for those of you who might have had

some lingering doubts about claims that had been destroyed

that apparently did not occur and there was no loss of that

process as a result of the fire.
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MR. DeYOQNG: Excuse me. I double-checked that.'
*y concern in askiné the questi;n is answeﬁgd.- Thg way“
it was broudht to me by the veterans who were concerned
aboué it was that a locator 1is£ of some sort which
&aintaiﬂed the contact or could potentiglly maintain re-
contact with these 500 and some odd veterans was destroyeq.

Now, it's my understanding that this has been
recompiled, so that that fire at the Chicago RO will not
cause any problem, as I understand. |

DR. SHEPARD: Thank you.

To those of you who havg not signed in, please

do so in the book at the rear of the room. We are very

anxious to.maintain a list of attendees. i

Also, we would like to establish and maintain a’
mailing list of interested individuals. Please in-
clude your address 80 that we may send you materials
from time to time-- notices of meetings, and that sort of
thing. We would appreciate your do{ng that.

Just a few other brief comments. As indicative
of the continuiﬂé high level of interest in the Agent
O;Qnge program and issue, there has heen cohsi@erable
inteéest on the part of congressional committees. And as

many of you, I'm sure, know, we have had during the past
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.Subcommittee on Oversight and Investigation.

- had been asked to testify before that committee.

which, I guess, would correspond to the National Institutek

(202) 234.443) ) WASHINGTON, D.C. 20005

few months three hearings -- on September 10th, the hear-
ing before the Senate Committee on Veterans Affairs; on
the 16th of September, a hearing before the ﬁouse com~
mittee on Veterans Affairs; on the 25th of September,

the House Committee on Interstate and Foreign Commerce,
That latter one is the first time that the VA

For any of you who are interested, we have
copies of the prepared statemeﬁts that were used, and we
would be happy to supply tgose to you. I think, as a mat-
ter of fact, in the package to Fhe members,there_l
is a copf of one of those heérings statements,

' Some of you are awaré'of the fact that I was
privileged recently to attend, in Rome, an international
workshop'on dioxins: This was held ihe 22nd through
24th of October. I'll just make a Qery brief report on.
that meeting. |

The meeting was sponsored by é number of groups,
two international societies: One, the International |
Society of Environmental and Analytical Chemistry, and
the International SOCietf of Toxicological Environmental

Chemists.,
In addition, the Institutc Superiore di Sanita,
NEAL R. GROSS
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- of Health in this country, a regional office get up in

- Seveso by the Lombardy region. the National Research

concern in many parts of the world on the effects on the

7.

Council.of Italy, and the Hoffman-LaRoéhe Company of
Switzerl&nd were involved.

It was a very full three-day meeting. Sessions
went from nine o'clock in the morning pntil se§en-thirty

in the evening, and was very well attended. I would guess

there were 100 to 150 scientists and participants.
A total of . 56 papers were presented in six general
areas.

First, a section on analytical methodology, in |
which many paper§ were preéented on such interesting
topics as isomer differentiation of the 22 isoﬁers of
TCDD. We've been talking a lot about the difficulty of
separating these 22 isomers, not all of which are toxic,
but some of which ére very toxic. And it was interesting
to learn that the technolog& does exist for the separa-
tion of these isomers.

Another section on environmental fate and
levels discussed the effect of the environment on these
chemicals.

There was one very interesting sectign enti-

tled The Incineration Story. There's a very high level of

environment of municipal and chemical incineration, solid
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information and incorporate it in our body of information.

"had not fully appreciated. And this was brought out in

waste disposals and chemical disposals. And many interf
esting theories were propounded as to how some of these
chemicals are formed and released into the atmosphere,
So' there was a very interestiqg gection on that.

There was a section on $iochamica1 toxicology
and metabalism; another section on animal toxicology:
and one sect;on on observations in men.

There will be a transcript of the proceedings og
this meeting, which I hope will be out in another couple
of months. I will receive a copy as an attendee, and 1

think it will be interesting to make distribution of that

It was very interesting to me to see how many
individual company scieﬁtists are reallf concerned about
the TCDD and related coméounds. It was really an eye
opener to see the high level of interest and the efforts
that are going into solving some of‘these problems;

We think in this context of herbicides as being
the main issue, and, of course,‘for'thé Agént Orange prob-
lém it is. But there are many other sources of dioxins,

In fact, the ubiguitous nature of dioxins is something I

these discussions.
Well, so much for that. I recommend Rome to

you. It's a beautiful city. The weather was lovely and

NEAL R. GROSS
COURT REPORTERS AMD TRANSCRIBERS
1330 VERMONT AVENUE. NW

207 334.44313 WASHINGTAN B & AAAAS -



10

11

12

13

14

15

16

17
18
18
20
21
22

23

.tance to graze-- I don't know whether they were being

‘9.‘

we really enjoyed being there.

Any questions on that? As I say, we will have
fhe proceedings of the meeting. | .

DR. MURPHY: Dr. Sheparﬁ.

DR. SHEPARD.: . ' Yes, sir.

‘DR; MURPHY: I recently saw a three-linél
newspaper statement about a suspicion that 200 or 860
sheep had been grazing in the Seveso area and had become
ill, Was that discussed at that meeting?

DR. SHE?ARD: ' No, it wasn't discussed. It
happened while the meeting waé going on. fhis was on
Thursday the 23rd of October, right in the middle of the
meeting. I didn't hear about it until I got back.
Apparently it éppeared in the p?ess, and I was-asked to
look into it and report on it to the Administrator.

As a result of my having been in Rome, I knew
who to call, and I did call and found out Yes, there
wére 200 sheep that had been grazing in the vicinity of
Seveso, or that 200 of the sheep which had been'géazing
died in a short period of time. The situation was care-
fully analyzed by the Italian government operation in
that area, and itlturned out tha£ these 200 shgep were

part of a flock that had been brought from some great dis-

brought to market or exactly what.
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.

But ﬁﬁyway, they had stopped off in Seveso, and
because some of the area has been restricted in terms of
farming, there waé a very lush field of grain and grass,
ané so the sheép dined copiously on this and ;11 got the
bloat. Apparently this is a common occurrence under
these circumstances.

Sixty some gdd sheep were autopsied. They
actually analyzed the livers of these sheep and found no
dioxin. It was interestiﬁg getting that information.

One thing I should have mentioned: On the

ference, I was hoping that we would get some rather defini
tive information on Seveso. There were three or four
reports on the early experience in Seveso.

As a matter of fact, there was a dermatoclogist
from England, Dr. Crow, who presented some beautiful
slides and gave a very learned discussion on chloracne
and described the incidence of chloracne among especially
children in Seveso.

There are two or ‘three commissions working on
studying and following the human effects. They reported
very early fragmentary information. But it's interesting
thatlthey have expressed and are looking at many of the
same concerns that we are in this country, and particu-

larly birth defects and incidence of cancer. Their very
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preliminary impression is that there is no ;ignificant increase|
in the incidence of cancer or birth defects, but they quickly
admit that it's still very early to tell. Tﬁe Seveso incident
occurred only four years ago, #nd.so that theif epidemiologiéal
data is still not collected and analyzed. 'They were pre-
senting some preliminary reports, and’wé‘ll be fgllowing thap
ctourse very, very closely.
| Well, let's move on., We have ;ome reports on updates

of VA activities wh;ch we'll discuss briefly. On tﬁe'subjeé:
of our literature analysis that’was mandated by Public Law-
96-151, we have had a number of proposals to the request vro-
posal. We have reviewed these proposals and have selected the
top three and our contracting cffice is now reviewing those.
Hopefully, we will have a contractor selected in the next
two to three weeks so.that we can proceed with that analysis.

I expect it will probably take several months to
complete, but we are anxious, of course, to see it under way.

DR. MURPHY: Can you tell us who.the top three are?

DR. SHEPARD: 1 think that‘is'privileged.information
for the time being, I am not sure whether they havelbeen
contacted yet. I hope they have. I think that information
will be out very socon.

DR. LINGEMAN: Dr. Shepard? .

DR. SHEPARD: Yes,

DR. LINGEMAN: Dr.Kraybill was the one who served on
NEAL R. GROSS '
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.this committee, and can you tell us who else sérved on this
| committee? | |

DR. SHEPARD: Yeé, Dr. Robert Miller; Dr. Adriaﬁ
jGross, and a research librarian from the Nationﬁl Lib;ary of
Medicine, Joan Burnside.

Any other questions on that?

I will ask Dr. Hobson to bring us upfto-date on
thé epidemiological study.

DR. HOBSON:

Since most of you know the story of this epidemiology
study I will review it extremely briefly for those of ybu who
do not. The same Public Law 96-151, handated the VA to con-
duct an epidemioclogical study of the effects of phenoxy herbi-
cides in Vietnam. ‘

The Request for Proposal was issued. We received
bids under it. The technical selection of the successful

candidate was made, and before the actual negotiation began

the matter w=»s referred to the General Accounting Office which
is now in the process of considering it. The best estimage
we hgve of the date at which that consideration will be com-
pleted is sometime around December 1st or the middle of
December. The sooner the better so far as we are concerned:

We would like to proceed with the negotiation of the contract

w
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the studf now. We have to keep making that distinction. This

13.

and get the design of the study under way.

DR. SHEPARD: I failed to mention that Dr. Hobson
has ﬁow.joined our office, and we are most pleased to have him
as a member of our team.

Next I would like to céll on another member of our
staff -- Excuse me, I'm sorry. ‘

 MR. DeYOUNG: Am I to understand, then, that when
the GAO finishes in December that the VA will -~ the contractor
will pick it up and begin work then?

DR. SHEPARD: Hopefully so, yes.

MR. DeYOUNG: Well, we have to negotiate it with him.

DR. HOBSON: That's not the final step in tne process,

MR, DeYOUNG: Do you have any projection for a startck&é?

PR. SHEPARD: We have stopped guessing.

MR. DeYOUNG: 1In 198172

DR. SHEPARD: Hopefully. That is for the design of

contract is for the design of the study, not the conduct of
the study.l We have to have a design before we have a study.
Any other questions on the epidemiological study?
Okay. I would like next to introduce ancother member
of our staff, Miss Nancy Zanis, who will bring ;ou up to date
on the Agent Orange Registry. ‘
MISS ZANIS: All of the VA Medical Centers and Out~

patient Clinics quarterly send us a copy of the Agent Orange

NEAL R. GROSS
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exan and the Agent O;ange code sheet for each veteran that is
examined. The information is sent to my offi&e and we collect
it and send it to the Department of Justice for use in the
litigation cases that are going on,

In October we sent them 52 boxes of these‘docuﬁents,
and we plan to send them qu&rterly shipments as we receive
them. |

The Medical Centers and Outpatient Clinics also
send us quarterly a copy of the code sheet on the veteran. .
These code sheets are sent to the Medical Administration
Service here in Central Office. The code sheets are reviewed
for accu?gcy and completeness and then are mailed to the
St. Paul Data Processing Center whéré they are input into the
Agent Orange Registry.

There are approkimately 16,000 records in the
Registry at this time. We are currently working on updating
the ciruculars and instructions dealing with the Agent Orange
issues. We are alsé working on a follow-up questionnaire which
will be sent to the veteran, all the veterans in the Registry.
These questionnaires will request his current address and we
will also ask him some general medical questions. The infor-
mation will be returned to us and we will input* this into the
Registry data.

DR. GROSS: That is 16,000 records, not 16,000

claims.
NEAL R. GROSS
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MISS ZANIS: 16,000 records.

DR. GROSS: How many claims;wohld'that be roughly?

MISS ZANIS: I am not sure. 3

DR, SHEPARD: This doesn't have anything té do with
claims, Dr. Gross.

DR. GROSS: Not claims. I mean persons =--

DR. SHEPARD: Yes, approximately - in exeess of
30,000 individuals wﬁo have been examined, there is a lag time -
between conducting the exﬁmination énd actually_getting that

information into the data file.

DR. GROSS: All right, sir.

DR. SHEPARD: Any other queétions on the Registry?

QUESTION: Would you clarify what you mean when you
say "sent to the Department of Justice for purposes of
litigation?" I don't understand what you mean.

MISS ZANIS: We just box up all of the Agent Orange
documents that we receive here (code sheets, questionnaires,
and medical documents) and aupplylthelnepartment of Jdustice
with copies of that material. They have to make them available

to the attorneys.

DR. SHEPARD: Yes, Dr. Murphy?

DR. MURPHY: Has the VA or Congress or anybody

~ NEAL R. GROSS
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 impact on any one medical facility.

allocated any additional funds to the hosPiéals and the
environmental medicine or environmental physicians for staffing
or updating the staff to handle both the incfeased load that -«
incoming patients as well Qs the question of follow-up which
we hear so often is something that the veterans are displeased’
with? Has there been any‘assistance;to the hospitals in the
field?

DR. SHEPARD: ' No. The hospital --

DR. MURPHY: Anybody working -- I gave you th§t -
1've got;a very vocal one in Houston that keeps asking me.

DR. SHEPARD: To date no additional resources either
monetary or personnel resources have been allocated to the
medical centers for the purpose of carrfipg out this effort.
It has been thought that when you look‘at each fagility,
although we have had a total of 30,000 examinations, with
the exception of a few stations jn which there has been con-
siderable activity, Minnesota, for example, the actual number
of exams is somewhere between 1 and 200, maybe up to 300 in

some of the busier places, s¢ that it has not been a major

That is not to say that there is not some substance

to the fact that this has been a task that has been laid on to
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our faci}ities withqut additional resources, and, therefore,
there maf be some concern. I think that as time goes on, well,
let mé s;y ﬁhat we are looking into the‘impaét in certain
meﬂical centers and there are a numbér‘of medical centefs‘whb
which have expressed concern and so forth. . So ﬁe are looking
into the issue of whether or not additional resources need to
be allocated in order to continue the efforts of the Registry,
but so far I think that resources have not produced -- or lack
of additional resources have not produced a significant nega-
tive impact on the process;

DR. FITZGERALD? Dr. Shepard, perhaps I could he}p
Dr. Murphy. The VA in its budgeting does not budget by line
item, and as such, the hosgitgl has significant control over
the utilization of its entire budget, and'they will utilize
their budget, I'm sure, wisely as far as the needs for any
given time in the institution.

DR. MURPHY: Well, that is a good point, and it had
occurred to me that maybe the solution was not an
increase allpcation, but a reallocation of ré;ources.
and I have a very limited exposure to that, but I have the im-
pression that that is not so easily accomplished. You have
one environmental position responsible for this who in probably

most cases, hasn't much background in this area. The physician ¢

‘h as had to reeducate him or herself, has no additional staff,

and sametimes perhaps really gets cut short in being ashle to accamplish
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what they themselves in their own conscience feel is a good
job in response to that.

| I, for one,would_like to go on record as recommending
that pe?haps this office do what they can to encourage the
chiefs of hospitals of whoever to look into the needs of these
environmental physicians.

DR. SHEPARD: Yes, certainly'that has and‘is a
continuing process. We are makihg every effort to encourage,
guide, what have you, motivate Directors and other responsible
individuals in our medical éacilties to provide all the
available support to this effort. We, of course, here .
Central Office are providing information, and are maintaining
contact. We get many calls from-gnvironmentai physicians,
and I hope are providing the support that they need.

If an&body knows or has some evidencé to the con-
trary, we would certainly like to know about it.

DR. MURPHY: Well, in that vein I would like to add
one rwore thing to the record. Henry Cromwell, a physician in
Houston, has called me and I have referred him to you. He
has recently said that he has received information and thanked
me although I deserve no thanks for helping him get this, but
I think he is wrong. I didn'tlreally help him: You digd.

DR. SHEPARD: Well, you encouraged him to call.

DR. MURPHY: He appreciated all that,

DR. SHEPARD: Fine. Thank you, Dr. Murphy. Any

NEAL R. GROSS
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other coﬁments? " Yes?

MR, DefOUNG: I have some questicns concerning_the
Registry, Mr. Chairman. | l |

DR, SHEPARD: Yéa.

MR, DeYOUNG: The Regisﬁry in the field is kind of
a sore point. - I waht to clarify this because some of my
guestions may strike you as impertihent otherwise.

The VA is professing or holding up the Registry as
one of the prime objectives of the Agent Orange research, and
as such, I am concerned about its efficiency and the speed and
aécuracy with which it is going to give us answers.

If I have got my figurés correct we are talking
about 30,000 plus exams now nation wide, around 16,000 of
which are currently éodified and computer manipulable if that
is the right word. 1Is that correct, that a little over 50
percent are not in computer form?

DR. SHEPARD: Close to that, yes.

MR. DeYOUNG: What is the story on the rest, the
other 14 and some thousand?

DR. SHEPARD: Let me just correct what may be a
misconception on the Registry. I've said this many times,
but I guess it bears repeating. The Registry i% in no way to
bé considered a research tool. Okay? The Registry is an
effort to identify those Vietnam veterans who are concerned

about their exposure to Agent Orange and its possible health

NEAL R. GROSS
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‘effects, and that is all the Registry really is.

Now, in the process of doing an examinatian and
asking the veterans to answer questions, obviously there is
1nfdrmation generated in that process. That irformation is
being fed inﬁo a computer data bank in order to enable us to
look at what kinds of problems the veterans are experiencing,
their symptomatology, and, hopefully, t; come up with some
description of the state of health of these individuals. But
beyond that, we cannot make any claiﬁ that this is in any way
a part of an epidemiological study or really any kind of a
research effort other than to say that we are interested in
finding out what kinds of problems these.veterahs are -
éxperiencing and take a look at their health probleﬁs.

mother important purpose of the Registry is that
Iit will provide a mechanism for getting back to these vetérans and calling
them in for further study, further examination, information sharing, and tha
‘kind of thina. és scientific evidenée is accumlated from other sources.

We do have or we are developing a descriﬁtion now
of some of the information that I alluded to.

MR, DeYOUNG: Will you wait until the 30,000 are
complete before you begin to get a picture out or will you
process the 16,000 some that are in there already?

DR. SHEPARD: We are getting reports on the oneé
that are now in the computer bank. By virtue of the fact thgt

NEAL R. GROSS
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same thing that the Task Force members did informally two and

This is an ongoiné process.

21,
the information is father general in nature, it's difficult to
make any conclusions.as to the types of physical_findings or.
abnormalities, that are being encountergd; Wé are taking a
look. In other words, we have ; description of groupings of
physical problems. We 'are not trying to get more éetail ih
terms of what exactly those problems are. .

| MR. DeYOUNG: Okay.
DR. SHEPARD: We can tell you what percentqgé of the
group has complained of what kinds of symptoms. .

MR. DeYOUNG: This strikes me as essentially the

almost three years ago which is to take reports of the
symptomatology and signé_and so forth from the veterans and
simply write this down and count recurrences and so forth.
That is what we are talking about, so it is not hard research
in the sense that the National Cancer Institute would.
recognize,

But even 36, I mean assuming
that it is evenlfor the moment garbage.' when will. some
pictures begin to émerge from this, when will we begin to see
a computer p;ofile coming out here?

DR. SHEPARD: Well, as I say, we are working -- I
can’t,.if you want a date as to when this will *be accomplished|

it is an ongoing process. Tereisn't a finite termination date.
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The regssn for the lag between the 30,000 examinees
and the 16,000 that are in the computer is it takes a while to
encode this information, to edit it, make sure we ‘don't have
fegetitidus information; and get it into the computer in a
form that can be retrieved.

| I would think that in the not-too-distant future we
will be coming out with a description of what we have
in the computer file now. We-are
wdrking on accumulating Fhat information. We are beginning
to get reports in, and I think before long we will come out

with a simple statement as to a description of that. Any

-other guestions on the Registry?’

MR, DeYOUNG: Excuse me. It is my understanding
that there is a new form being generated to save the step of
hand coding. 1Is that correct? Where‘does'that stand right
now? As I understand it, right now you are generating two
sets of documents, ohe that is being done at a local level
at the RO, and then that is being converted to a coding form
for the computer use. Now, I had heard some rumors to the
effect that a new form was being created which would mesh
those two and eliminate a step and, thereby, speed up the
process. Is that correct? |

DR. SHEPARD: Okay. What we are goifg now because
we have learned a lot from what has already happened. nge of

the things that we have learned are that many veterans don't
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have very accurape'information on their exposure. The useful
information, thé—physicai finding kind of ;ﬁformation, the
objectife findings that physicians examihinglthBSe vetarans
have noted, is not being encodéd in a readily ugab;e form, so
we are going back to do a major revision of the Registfy in
order to make the information mofe usable aﬁd also -- in other
words, ask the gquestions that we think we can get answers.to-
and get more usable medical information into the.computer §0
we can then analyze it, evaluate it, not analyze it, but
retrieve it more directly. I think there is a rather indirect
process that we have to go through in order to retriefe
MR. DeYOUNG: Will there be any reekamination of
veterans necessary for that or is it all compiled?
DR. SHEPARD: No, I don't think =- see, the basic
process will not change. & guestionnaire will be answered.
A physical examinatiﬁn will be done. A base-line group of
laboratory studies will be done. So that process need not be
changed. The processes of that. part of the process is fine.
The part of the process that isn't fine is how that information
gets encoded, how ié gets put into the computer bank, and
the usefulness of it and its retrieval process.
That is the thing that is going to be changed. *
| MR. DeYOUNG: Will the 16,000-that have alreadf been

processed be reworked in the light of this new method or will
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DR.'SHEPARD: We will hope that we will no£ have to
reexamine the veterans. We'hope we will ﬁot have to bring
theq back for a reexamination. We hope that the information
that is currently in the record can be reworked in such a way
as to be encoded proﬁérly using the new format. That is one
of the points we are goinghto be loocking at very closely to
see wha£ is there-now and how that can be reworked in order to
make the information more useful.

MR. DeYOUNG: Thank you.

DR. MURPHY: You meﬁtioned that Minnesota was

. different than the rest of them and you said you had --

DR. SHEPARD: ‘Right. Okay. The state of Minnesota
decided to organize an oﬁtreach program and contact virtually
every =-- attempt to contact virtually‘everf Vietnam veteran
in the state. This was helped by the fact that Minnesota
provided a bonus to ﬁietnam veterans. The bonus list promoted
the organizing of cities, counties, and towns for this effort.
The other factor that made this state exceptional was the fact that in
Minnesota apparently there is a very strong, well-coordinated, group of
veterans' organizations and apparently a higher representation of Vietnam
veterans in the traditional service organizations thatn exists ‘o)sewhere
in the country. That cambination of factors enabled the state to organize
an outreach program which resulted in aamxal1inumﬂﬁfwkﬁnanveuamﬁs

applying for the examination at our hospital in Minneapolis.
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1 ;
2 That ié why a hospital in Minneapolis has many more
8 | examinees on their records than the other.hdspitals. It
4 | simply was an outreach program that was initiated by the
5 staie in conjunétion with the veterans' groups.
8 | Now I have heard rumors to the effect that other
7 || states are thinking about doing a similar effort. I was
8 || recently out in California, and I understand that there is a
9 J| movement afoot to initiatela similar program in the state of -
10 |j California. We hope to stay ahead of that in order for us to
11 || be prepared to handle these veterans in our medical facility
12 in a smooth and expeditious way.
'13 I must congratulate the hospital in Minneapolis for
14 | taking on a tremendous workload without very much advance
15 || warning, and they really did a superb job,
16 .MR‘ DeYOUNG: ©One final thing on the Registry;
17 H please, Dr. Shepard. Could the Committee be provided with
18 |l copies of the working papers of the Registry, samples and so
19 || forth of the codifications and the exam forms and such?
20 DR. SHEPARD: Yes, we plan go before we reﬁch any-
21 || where near a complete revision, we plan t§ discuss it with
22 I this Committee and representatives of veferans' organizations
23 . and involve them in the process of the formulation, definitely.
24 | MR*‘DeYOUNG: Thank you.
25 DR. SHEPARD: Well, let's move on. Donald Rosenblum,

25,
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also.on our staff, will mention a new initiative of our office,

't

namely the Agent Orange Bulletin, which we had hoped to have
ready at this time, Mr., Rosenblum,

| ~ MR. ROSENBLUM: Thank you, Dr. éhepard. The Agent '
Oraﬁge Bulletin'has been established primarily to provide |
environmental physicians and other_mediéal staff at va' instal-
lations with information regarding the recent devé10pments )
concerning herbicide orangé and related matters. Copies will
also be made available on an individual request basis fo other
interested parties., A copy will be sent to all Advisory
Committee members.

The first issue of the .Bulletin will soon be avail-
able. It will include articles concerning the VA's response
to the Agent Orange matter, namely, the establishment of the
Office 6f Special Assistant to the Chief Medical Director for
Environmental Medicine headed by br. Shepard, the Policy
Coordinafing Committee chaired by VA General Counsel Guy
McMichaels, this Committee, “our Data Analysis and Chloracne
Task Forces, and the Agent Orange pamphlet and.videotapes.

The first issue also contains the analysis of the
Buropean studies by Dr. Hobson, some Agent Orange examination
statisticé, library notes, a calendar of events, and an
‘qrficle concerning progress in the epidemiological study, and
lite;ature review.

Comments, criticisms, and articles from environmenta

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1330 VERMONT AVENUE, NW

="

{202} 234.4433 ) WASHINGTON, D.C. 20005 (301) 261.4445



10
It
12
13
4
15
16
17
18
19
20
21

22

27.
physiéians and other.intﬁrested staff members are encogragéd.
We would also be delicghted to receive input from meﬁbers of
this Committee. |

Material should be sent to me, Donald Rosenblum,

‘Mail Symbol 102, VA Central Office, Washington, D.C. 20420.

The Bulletin will be published on a periodic basis .approxi-

mately once every two months. Thank you. - ' %

DR. SHEPARD: Any questions on the Bulletin? We had
hoped to have'one ready for this meeting, but it's just short
of-that, but we are encouraged that it will be comiﬁg out
very soon.

MR, ROSENBLUM: Very soon. Thank you.

DR. SHEPARD: Okay, M;. Layne Drasﬁ will bring us up-
tOrdatehon the progress of the videotape.

MR. DRASH: Thank you, Dr. Shepard. Good morning,
everyone. Very quickly I would likg to give you a rundown of
what we are doing in regards to our educational efforts, not
only for Vietnam veterans and their fami}ies and the general
public, but also_educationél videotapes or fiims with which we
can eduqate our health care staff including our environmental
health care physicians and dermatologists and whatever staff
are concerned with working with veterans coming in for the
Agent Orange exams. )

We are actually speaking in terms of two videotapes.

The first one is in the final stages of preparation. On
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'film that was reviewed was the one that was made to be shown

October the 16th an unedited copy was shown to the‘hdministra-
tor and to membeis-of the Central Office staff in which they
reviewed it, made comments, and at which ltime the suggestion
came up from the Administrator that we should share this with
the major service Qrganizgti&ns for their comments and review
and suggested changes.

Consequently, on October 26th, I believe, the
service organization representatives did mee£ ih Central
Office and reviewed the videotapes and provided comments to
the VA, and some of these recommended changes have been put

into the particular film that was reviewed at that time. The

to the veterans and the public, It provides a very prief
overview of the utilization of Agent Qrange in the Southeast
Theater of Operations including Vietnam and givesa rundown on
many of the VA's acgivities, including the Agent Orange
Registry in dealing withhthis very complex issue.

We are looking for a target date of around the first
week in December in having this particular tape ready for
distribution to the field, Qur distribution of the video-
tape as we see it now and this was discussed only yesterdaf in
the Policy Coordinating Committee, again chaired by Mr. Guy
McMichael, General Counsel. The distfibution,;s we see it,

would be -- we would provide one copy to each of our 172 VA

Medical Centers, 1 copy to each of our 8 independent Outpatien;
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Clinies, 1 copy to each of our 91 Outreach Centers, and we willl
maintain copies here in Central Office for ﬁtilizatidn by
service organization§ and the general public,hand we wili be
providiﬂg probably 1 copy to each of thg 57 Vg'Regional
Offices that are scattered throughout the nation.

I won't go into the details of the film too much. ‘I
believe Mr. DeYoung is going to discusé that during nis parc ot
the progr&m. |

The second videotape that we are talking about is
really in the conceptual stages at this point. It is a much
more difficult film to put together because it will be utilized
for thé training of our environmental physicians and our
dermatologists. Consequently, we haﬁe to take a different
approach in preparing this since it Qill be a staff training
instrument.

It may be more than one videotape. It may be some-
thing that is supported by written materials to support ghe
program that is presented. We are looking -- we don't have
a target date really for that film, but we are qtarting to
work on it at this pbint with the Regional Medical Education
Center in St. Louis, and I Qould anticipate that it would
probably take about a year, give or take a couple rn.a::mtl'ns._r for
a fihal unedited copy to be ready for review. )

I would be glad to answer any questions you might

have on either of the films.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIDERS
1330 VERMONT AVENUE, NW

FIAT i dawn WATMINATAL A&  AAAAS e mm




18

19

20

21

22

23

25

.utilize public service tybes_of‘comharcial television'cable‘

purpose. We are encouraging that the videotapes for the

| will be available by virtue of anyone writing into the VA

o

MR. ENSIGN="I'mfcur16ua if you have ahy plans to

networks around the country to show this £ilm. Have youf“iﬁ_:
thought about that?. §

MR. DRASH: Yes, when we distribute these to our

field facilities we would anticipate that thgy'would-uﬁilize-
, ' - announcements E o .
it for public service ; J or what have you. We have

built within the first videotape that we prepared the\potentiaL

for commercial_breaks,’so it could be utilized for that

veterans be utilized mithin the areas of our Outpatient
Clinics where they can bhe shown glther upon réquest or they
can be put on 5 scontinuing rotating basis for showing to
the people that come into the Oufpagient-Clinic. Then it

- also o
Central Office and requesting to see it,

8o it will be available to the media. It will be
available to the general public, and what have you. Any
other questions? Thank you.

DR. SHﬁpaRD: I might just add that we definitely
would encourage use by the media. In 'fact, thé_film has begn
structured so that it canlbe readily used by the media, so'wg
‘are hoping that that will occur. ) .

And-I would also like to anounce that we are éoing

to show the tape at the close of this session, so you'li see
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in youi‘_programs_at-ll:BO we'll be showing the tape.

thaw out shortly.

better learn to prevent and_cure diseases that were responsiblel

3l1.

Any other guestions?

‘I see they have turned the heat on. I hope we will

Next I would like to call on Dr. Carolyn Lingeman
from the Armed Forces Institute of Pathology and the National
Cancer Institute to discuss the status of the AFIP registry
ana also review the protocol for the soft tissue
sarcoma study that is being proposed. Carolyn?

DR. LINGEMAN: We‘will discuss these together
because they hare both involved in the same set of materials.
I would like to start off by saying that maybe there are some
people who do not know what the. ‘AFIP is. e Armed

was founded
Forces Institute of Pathology (AFIP) / more than 100 years ago
by the Army,

The purpose was to collect and review

materials from (jvil War casualties to

for these casualties, In those days many deaths were due to
‘tetanus, ralaria, and. other infectious diseases that took
more lives than  the acute battle wounds

So it is very fitting, I think, that gore than 100
years later, the AFIP resources are still available and
can be used to combat the new poyyors ©f modern warfare,

namely the chemicals. The AFIP now has nearly 2 million aqcessions in itp

33 registries. )
NEAL R. GROSS
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. example, there is a Registry of Hepatic Pathology for liver diseases.
i There is another egistry devoted to the diseases of the Iung, There is

¥ o2 o8B BN

The AFIP Registry listed on the program is a pathology registry which
was started by Dr. Nelson Irey who is Chairman of the Department of Envir-
ormental and Drug-Induced Pathology at the AFIP. This is one of the hewest
registries. There are 33 registries in all. .

Most of the AFIP registries are devoted to single organ sites. For

also one for soft tissues. Dr. Irey's registry, which is about four years
old, was formed to collect material from people who believe that they had
been exposed to envirormental agents. Two years ago Dr. Irey began the
Agent Orange Pathology Registry to collect material specifically from
Vietnam veterans who believed that they had been exposed to herbicides.

" Presently there are only about 90 accessions in the Special Agent
Orange Pathology Registry. We hope to find out ways to improve the commu-
nications with the pathologists or whatever we have to do to get more.

material in. N

NEAL R. GROSS
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About 40 percent of all AFIP accessions come from service hospitals,
Air Force, Navy, and Army hospitals all over the world. Sixty percent are

‘I from civilian sources. So there is quite a collection of materials to be

§ studied and quite a bit of individual expertise among pathologists on the
| staff, .
I have the opportunity to utilize the }traterials, to do some of the
: cancer studies.
With Dr. Shepard'.s help I hope to go through the records in the VA's
Agent Orange -Registry to identify the cancer patients and see if we can
get biopsies from all of these patients seht to the AFIP for review.

- Many epidemiologic -studies are hampered by lack of consistent pathol-
ogy diagnoses..

" DR, MURPHY: I would just like to ask, the is Dr. Irey's ~- is that

right, Irey?

DR. LINGEMAN: Dr. Nelson Irey.

DR. MURPHY: And that is the AFIP Registry setup specifically for
suspicion of chemical-induced disease, do I understand that?

DR. LINGEMAN: There are actually two registries

- NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBIRS
_ * 9330 VERMONT AVENUE MW
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involved. Oone is the Registry of Environmental Pathology.

The other is the Acent Orance Pathology Reaistry, which is actuallv vart:

of the Envivormental Patholnav Reaistrs,
DR. MURPHY: put that only has 90 entries, is that -
DR. LINGEMAN Emspége?ﬁrom}”%ffﬁas 90 em%'ies
~DR. MURPHY: Does this -~ you mentioned biopsy.

What effort has there been to particularly focus on dermatoses

of various kinds? 1 got a gquestion from one of our physicians

who reads the minutes of these meetings, Aot two meetings
ago -- I've forgotten the names of the principals involved ~-
but there was a recommendation that people report and send in.
biopsy materials related to various dermatoses, I am sorri I
can't be more specific than that. |

He was guestioning me ‘about ', ' who

! takes these ~- where can I get the information -- is this the

Registry that would receive that or is Dr. Irey the person
that needs to be contactéd?

DR. LINGEMAN: Yes . ‘ ‘
The reason I say approximately %.Os_ because some j ~ are
not completed. fThe Registry is continually being updated,
We have had several - Skin
bioPsies fram Vietnam veterans but none are

chloracne,

But the average dermatologic lesion that is seen at

the VA hospitals does not warrant a procedure like a

NEAL R. GROSS
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biopsy. Onlv severe lesions wmld be biopsied. _ -Most Of the t:';me
‘th:ls would not be done unless maybe there was. luspiéion that
it was chloracne. |
When Dr. Irey receives a skin biopsy he rmtinely sends it
‘to the Department of Dermopathology where
we have a group of pathologists who specialize in diseases of
great experience in diseases of

the skin examined it. The diagnosas are made by pathologists with /

bionsies may
It is possible that some skin / have gone to the .|

directly '
Skin Registry/without our knowmg about them. We are con-
stantly working within the AFIP to alert
pathologists in
[ /the other departments about our mterest in material from patients who

[ may . have been exposed to ' chemical,

’ c |

DR, SHEPARD: Yes. 1In that connection, Carolyn, I
‘lthink that we need to redouble our efforts to contact all --
certainly all -- military hospitals and all civilian hospitals
to encourage them to identify Vietnam veterans and send either
surgical or autopsy materials to the AFRIP. .Ir;n con.juntion or

in connection with that effort we have taken some steps. We

have reissued our VA circular on the subject. We .havel made
it the subject of a recent hot-line discussion yith all of our
medical facilities. . In addition, we have asked the Department
.of Defense to request that the word be reemphasized to all

military hospitals and it is my understanding that a memorandun

MEAL R. GROSS
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has gone out from the Secretary of Defense or ;he Undersecfé—-
tary of Defense for Health Aff.airs to all three Surgeons
General for dissemination to all military hospitalé, and 1.
hope we will begin to see some reflection of that.

S0 we will continue to encourage all medical facili-
ties, be they Federal or non-Federal fo send in and identify
Vietnam veterans and make these materialﬁ available to the
AFIP for their review and to be entered into the Registry.

Yes, Dr. Gross? |

DR. GROSS: I would just like to make a comment.
Dr. Lingeman is much too modest to mention that the AFIP is
probably thé finest pathology institution in the world as far

as competence, material. Every pathologist is practically

busting his or her tail end to spend a period of study there,

education, looking at this tremendous collectioh.

Another guestion, Dr. Lingeman. 1Is there available
in the Registry material on experimental animal studies that
have been involved in dioxinelphenoxy herbicides or is that
in the veteriﬁary, and if so, what is thé connection? Do you
plan to access experimeﬂtal materials?

DR. LINGEMAN: We will try to get some of this
material. In fact, we hope that the National Cancer Institutel
will eventually make the AFIP its final repository for all

experimental work that its bioassay program has done. This is

what I would like to see done. At the present time this

~ NEAL R. GROSS
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37.
material is housed in a different facility and it is considered
privileged information, but eventually we would like to see
that happen.

‘. There is a very active veterinary pathology registry
which interestingly was formed to take care of the horses when
the cavalry was the big thing, and it sort of changed its
pitch over a period of time too.

DR. GROSS: There are military dogs now and =-

DR. LINGEMAN: Rightt military dogs. All the
materials, by the way, from the military dogs are there and
avaiiable for study and are being studied. . There is a yearly_
report that goes out ffom the Veterinary Pathology Departmént.

I would like to say that I am rot being modest at
all , Dr. Gross, because I am paid by the NIH and I have
the privilege of working at the AFIP , so I will agree with you.
This is a world-renowned institute of very fine pathologists
who are recognized everywhere.

DR. SHEPARD: Any other questions on it? Yes, sir.

MR. DeYOUNG: Yes, just for clarification, now. I

understand that -- if I understand this correctly, all biopsy

material now from VA institutions is automatically forwarded

for a Vietnam veteran, is that correct? Or is there some

identifier that is being used? *
DR. SHEPARD: Any Vietnam_veteran who uﬁdergoes a

gsurgical procedure or who dies in a VA facility and on whom an

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIDERS
1330 VERMONT AVENUE, NW
(202) 234-4433 WASHINGTON, D.C. 20008 (301) 261-4448




38.

10

11

12

13

14

16
17
18
19
20
21
22
23
24

25

autopsy is performéd, each one of those medical facilities is
bging directed to send material to ghe ﬁrxg. Now, when you
say automatic, nothing is automatic.

MR, DeYOUNG: Well -~ I understand.

DR. sﬁEPARD: But, obviously,'tﬁere are several
human factors involved,'and_SO we ﬁre trying to -- ﬁs I say we

are redoubling our efforts to try and make sure that all such

 materials do get forwarded to the AFIP.

MR. DeYOUNG: 1Is it standard procedure, then, for
all cancer biopsies to be forwarded to AFIP for a Vietnam
veteran,lliving or deceased?

DR. SHEPARD: That would be included in a surgical
procedure, so biopsy material, autopsy material ~-

MR. DeYOUNG: We had mentioned autopsy, but I wasn't
sure about surviving those.

DR. SHEPARD: Right, surgical material.

DR. LINGEMAN: Dr. Shepard, isn't it true thét as
part of ’t.h;e VA's pathology quality control program -- that a certain
percent of biopsies and autopsies from all the VA hospitals are sent

antcmatically to the AFIP?

DR. SHEPARD: I am not sure of that detail.
DR. HOBSON: That is true. That is part of the

quality control of the pathology work done in the Veterans'

NEAL R. GROSS
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Administration. Irdon't'know the details of it, but the material is sent
routinely to the AFIP for checking on the VA pathologists.

DR, LINGEMAN: I think a certain percent are sent. Usually if a case
is not identified as an Agent Orange case, we may not see it. We have &
problem with the medical profession as a whole because in the average
medical history, an mmml history ig not taken very well, if at
| 211, Once in a while the patient's occupation will be asked, but often
it is not. I think we have a big job to educate the medical profession
starting with students in medical schol, to get the physicians in the
habit of asking ébmt the occupational hisi.:ory. Usually uwhen a reqguest
is made to a pathologist to give a diagnosis on a biopsy, there is not
mach history given. We would like to get the surgeons in the habit of put-
ting the environmental history on the pathology request farm.

Scme think that the pathologist does a better job if he makes a diag-
nosis without knowing the history. Maybe he can be more objective if he is
looking at the sliée and saying, "I think it's cancer," or "I think it
isn't," without being influenced by the fact that it is an Agent Orange

case. I don't know,
DR. SHEPARD: Yes, sir.

MR. ENSIGN: I want to be sure I understand. Then

NEAL R. GROSS
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any Vietnam veteran who develops a malignancy or has a biopsy
taken, this Institute would be interegted in receiving m#teriaﬂ
from that person's physicign in sﬁme way? That is known as
the policy you are trying to engender?

DR. LINGEMAN: Right.

'I think that many
of these biopsies are being done in civilian hospitals, and I -
think this is something maybe the veterans themselves should

be-acquainted with so that they can ask their doctor to ask

_ . the
the pathologist in that private hospital to send / to the

_ ' Pathology
AFIP should be earmarked to go to the Special/
Registry. Otherwise, it will go to the Accession Depart-

ment, and if it is a liver case, it will go to the ﬁiver
Registry and so on. If

perhaps " the veterans' groups themselves could publicize
this just a little bit it would be helpful.

DR. SHEPARD: Another guestion I haven't been guite
clear on, Carolyn, where actually should it be sent in the
AFIP, to the Department of Environmental Pathology?

be labeled:

DR. LINGEMAN: Yes, it should/Attention, Agent Orange
Registry. |

DR. SHEPARD: Thank you.

DR..GROSS: Would you want all these things to come
to you routinely even if nobody suspected expo;ure to Agent

Orange? You would be flooded with material there.

DR, LINGEMAN: Well =~
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COL-HODDE#: That's what we want.

DR. SHEPARD: That's what they say that want.

DR. LINGEMAN: The AFIP is set up fo handle huge
volumes of material. They have had almost 2 million cases
already, and --

DR. GROSS: Yeah, but that's in 100 years.

DR. LINGEMAN: Right. %&E;i&gg production facility.
I don't think there is a fear of being flooded. If it Comes
to that, I think maybe that would be some impetus to add some -

new staff. I don't know.

DR. SHEPARD: Qkay, Carolyn, then, would you like

‘to go on to tell us a little bit:about the progress of this

soft tissue sarcoma study?

DR. LINGEMAN: Okay. I would like to preface that

- by télking just a little bit about the carcinogenicity of

dioxin and herbicides in general. I think it is generally
agreed that 2,4-Dand 2,4,5-T in themselves are not believed.to

be carcinogenic, but that they actually have not been too well

tested. The tests are inconclusive,.

However, we do have evidence that TCDD itself is a

carcinogen in rats and mice

in several body systems when given orally. The National
GCancer Institute,under contract to a private d}ganizatiOn,is
in the final stages of preparing reports on two studies of

testing dioxins, both by the dermal and by the oral route.
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'ﬁbuld be required to act on the DNA first, and, not being

And the final reports are under review, but should be availabld
in a short period of time, and we will make these available to
the cormmittee, | They 'will be public information fofﬁagyhogy-
else who wants them, ,I |
The preliminary reports.
confirm thelcarcinogenicity of TCDD, so fh&f is ;ot aﬁ issue.
results ©f mutagenicity studies are somewhat incon-
clusive, and I think there is a need for these to be repeated
and reevaluated. | |
We have a report by Dr. Henry Pitot which
was circulated to the Committee members, a report which
appeared in the October 1980 iésue of "Cancer Researcﬁ"'review-
ing and reporting on some new experiments concerned with the
mode of activity of TCDD in its ‘carcinogenic activity. ﬁmi
may.be aware that being a carcinogenesisin a human or animal
system can involve several different mechanisms. It Qoes not
seem ‘from what is known that TCDD acts:diréctly
on DNA. It seems to work by a different mechanism and we are
not certain what it is, Some expériﬁenta repér;ed by
Dr. Pitot seem to indicate that possibly TCDD acts as a cancer
promoter , This is shown in an experimental system, a two-
stage system. In order for TCDD & to be carcinogenic, an initiator

is required. This means that another chemical br virus or

radiation of some cases

NEAL R. GROSS
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carcinogenic in itself, to make this cell vulnerable to the promoting.
| activity of dioxin,

There are other examples of cancer pramoters, including phenobarbitall
That is again an experimental system. These are experimental results
| which cannot be extrapolated c‘_iirectly to human studies. We should however
. take these experimental observations into consideration in planning the
| epideniologic studies. We believe that the carcinogexﬁcity of TCDD re-

quires a long period of time rather than a single exposm:e

-

If TCDD is a cancer prawoter in man, we don't know what the initiator
might be, and this is an area for research.

I would like to review, then, the types of epidemiologic studies we
might wish to do when trying to determine whether TCID is a carcinogen in
| man. There are two basic types, the cohort study and the case control
study. One good example of a cohort stury is that of the Swedish railroad
right-of-way mrke:gs who have been exposed to a variety of herbicides, in-
cluding the phenoxy acids.

The problem in a cohort study is that cancer is a relatively camon
disease and usually has a long incubation period so that long periods of
time and large naumbers of people are required to provide meaningful resultf.
| Unless you encounter an unusual histopathelogic type of neoplasm and you
don't see the same one in controls, ithi-s frequently difficult to determine
whether significant differences exist betueen the two groups, this is,
between the exposed and the non-exposed. <

If frequent types of cancers such as those of lung or colon or the
lymphatic system, sophisticated types of mathematical analyses may be re-
| quired to determine if differences exist between the groups, and this is not

 always easy.
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In the case of TCDD it is encouraging to note that in a cchort study

} of more than 100 men exposed 30 years ago during the industrial accident

i in Nitro, West Virginia, there were no excess cancers reported. So after
30 years that is a significant thing. However, it was a small number of
people.

\ Among the 80 or 90 accessions that have been received so far by the
| AFIP Agent Orange Pathology Registry, relatively few have been neoplasms,
ard these have been the usual kinds thatwewouldexpéctinmofthisage
group. We haven't seen anything yet To suggest an excess of any type of
cancer in Vletnam veterans, We will need 1;lany, many more cases before any
such judgement can be made.
I would lJ.ke to say that we do have same statistics which can téll us

how many cancers would be expected in men of various age groups. These

have been collected world-wide by several different international organiza-
tions. We can predict that in young men, particularly those age 30 to 35,
which would be the xage group in which most Vietnam veterans are at this
time, we can expect so many neoplasms of certain types. Cancer is a very
| camon disease. It occurs &t all ages. Men in their 20's and 30's are
particularly susceptible to cancers of the lymphatic system and cancers of
| the testes. We can predict, from records of the Wﬂcut Tumor Registry
| that 6 or 7 out of every 100,000 white men ages 30 to 35 will develop neo-
plasms of the testes each year, and about half of them will die from the

If we project that figure over 10 years, we can calculate that 65 men
of every 100,000 in the age group 30 to 35 would get a neoplasm of the

§ testes in ten vears, If we use a cohort of 500,000 men in that age group,

i 325 men would be expected to develop cancers of the testes in 10 years.
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enough people in the Registry, we can have same idea of how many cancers
toexpectmdwecanperfomsmestatisticalanalysestoaeewtntherthe_
i number observed were actually more than expected.

i AFIP offers a very, very fine repository of cases to do. this kind of study.

consultation. Dr. Enzinger is a world authority on this subject.

i to go within the next few months,

| the present time, probable several hundred a year, so we probably will have|

| a2 significant mmber to work with. However, same people have pointed out

Rﬁﬁﬁ'?_"
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We can do the same thing for Hodgkin's Disease or for malignant
melancmas or any other cancer, so that over a period of time, if we have

The other type of study which we can do is the case control. The

We have decided to do the soft-tissue neoplasm study first for two reasons.
One is that there are two reports in from the Swedish literature that an

excessive number of people exposed to phendxy herbicies developed neoplasms|
of the soft tissues. Second, we were able to negotiate quickly with the
Chairmman of the Department of Soft Tissue Pathology at the AFIP who has

agreed to let us use all the cases which are sent into his registry for

Soft tissue neoplasms are frequently difficult to diagnose and they
are frequently difficult to classify. They involve many different tissues
such as muscle, fat, blood vessels, nerves, or connective tissues. We will
have an opportunity to see if any one of these locations predominates-in
Vietnam veterans. We have been asked whether we are going to repeat the
Swedish studies. The answer ismaregoingtot;rYtodoitbetter.

Our epideiniologist is a member of the Envirormental Epidemiology
Branch at the National Cancer Institute. He and hsi colleagues ave pre-
paring a questionnaire at the present time,-and we hope to have this ready

we élén;t know how many soft tissue neoplasms are in the Registry at
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| that the time of exposuré may not have been long enough. Now, you will

| recall that in the Swedish studies the time periods between first known

| exposure to herbicides and onset of a neoplasm ranged from 6 to 27 years.
| Same of the Vietnam veterans served as early as 1962 and 18 years wouild -

| have passed. So we may be getting into this latent period.

If we don't get significant results in the first phase of the study,

| this can be eéxtended. . We will begin with cases diagmsed between the years)
it 1975 to 1980. I think we should point out that soft~tissue necplasms are

i very, very ma;lignant neoplasmz as a rule, and they kill rapidly, but same

patients live a while. We will ask both the patients and the matched con-
trols who do not have néoplaans whether or not they were in Vietnam,

whether or not tbey believe they were exposed to herbicides, and whether

| there were cpportunities for exposure to herbicides or other chemicals,

carcinogenic chemicals, in the civilian sector .

We hope to figure out a way to check these cut. If a person gives

| %
a positive history we hope to be able to check with the Department of
| Defense and f£ind out if there is reason to believe that this veteran was

in the area in which the herbicides were used. Wealhopetobeabieto

check out civilian exposure, and this will not be easy, actually very dif-

| ficult to do.
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| develop a more complete protocol detailing some of the —--

1 next few months that we can have the final version of the study design
for you.

47,

I think most of the Committee members have had
opportunities to look at the protocol which is still a pre-
liminary one, and we will welcome suggest!oné from anyone as
to how this study could best be handled.

DR, SHEPARD: Thank you very much, Carolyn.

I would like to ;nmwﬂm.dﬂihat that last statemen£ Pf Carolyn's
that you have been provided copies of the preliminary protocbl,
Carolyn I am sure ,and I know we ,would be very interested
in receiving comments from any of you who have expertise in ‘
this area, please review thaﬁ and get back to Carolyn with
your comments.
of questions

Let me just ask a couple /now. Do you project a time

when we will have a completed]protocol? Are you trying to

DR. LINGEMAN: Right.' _ We are in the process:

of developing a more complete protocol, and I hope within the

DR. SHEPARD: Thank you. - Now, we would like to have

the oppoftunity to review that too.

DR. LINGEMAN: Before we start the study you will

have thét opportunity.

DR. SHEPARD: I might also suggest that the scien-
tific panel of the Interagency Work Group probably would also
like to take a look at that. | .

DR. GROS$: Dr. Lingeman, two things. With referencT
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to whegher the exposure was nonfmilitary or military, thaé
-= is your object is not necessarily to establish onlﬁ a
cause-effect relationship with military wartime exposure, but
ény phenoxy herbicide, even if it is compact latelf to establish
a cause-effect relatioﬁ,lis that correct?

DR. LINGEMAN: Yes. |

DR. GROSS: The other guestion is on the epidemio- 
logic study, how do you proceed, either prospectively or
retrospectively or both because it makes a great deal of .
difference as to the number of subjects that you néed. If you
do a retrosﬁective study, well, you focus on the particular
cancer -or disease. Theﬁ you need much fewer subjects to
determine the association, because you in effect ask what
is the association with the effect. If you go prospectively
you need many thousands as you correctly pointed out.

DR, LINGEMAN: The case control study =--

DR. GROSS: Is a prospective one.

DR. LINGEMAN: Well, it is
fetroépectiv‘e in that we are taking the patientswho have the
cancer and i - saying, "Did you serve in
Vietnam? Were you a farmer? Did you ever work for the
Forestry éervice? Did you ever work for the Highway Deﬁart-
ment? What did you do there? )

DR. GROSS: You tried to establish an association?

DR. LINGEMAN: Right, so in that sense it is

NEAL R. GROSS
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b retrospective. *
PR, GROSS: I see.

DR. LINGEMAN: Now, it is prospective in that as every year we will up
date this and take the newest cases while they are still as near the date
of diagnosis as possible. Many of these. people are already dead. We will
i be writing to relatives of many of them rather than to the patients them-
i selves. The.relatives never can give quite as good histories as the
patient themselves.

The first phase of the study will involve all cases diagnosed between
1975 and 1980. After 1980, we will get a computer write-out of the next
set of patients that have been diagnosed in each quarter and write to them,
and the matched controls at the same time. Concerning the earliest cases,
as time goes on, the worse the memory is. Many patients will be lost to

follow-up.

I think if we keep the study updated quarter by quarter, year by year,
then we will get be:tter histories as time goes on. Now, we may be able to
get scme significant information the first time around and we may not. We
may get nothing. We may come up with things that are only marginally.
significant or we may not be able to answer any que;tions at all, We will
| try to continually analyze the results as we go along and continually updatg

_ We plan to then alsc start a study on the lymphatic system pretty’lrmh
'. at the s-am time as this one, and the s-t.tﬂy -design for that is still under
{ review. . As time goes on, if it looks like from the Special Pathology

| Registry that we are getting an excess of one kind of necplasm, then we will
:.:.: start a study of that one also.

Dr. Shepard has mentioned that cancer of the testes might be the next
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‘one to study because there is a great deal of interest in them because they
occur in young men., Many of the epidemiologic features of these are

Dr. Mostofi of the Genito-Urinary Registry of the AFIP says he is interesteq
in study causes of testes and the bladder.

So, as time goes on, I think we should be flexible in our attitude.

'If it looks like the soft tissues isn't going to yield anything, maybe we
| should shift gears and emphasize something else, I think this is the value,
then, of the cohort study, that it will point cut to us that maybe this neo4
plasn is unusual and maybe we should look at that one instead or take the

resources and spend more effort on that.

DR. SHEPARD: Ckay. Thank you, Carolyn, Are there any other questiong .
for Dr. Lingeman? Yes? Dr. Erickson.

DR. ERICKSON: In your outline of your study design you say that con-
trols are going to be chosen from among accessions, patients who don't have
neoplasm diseases. What is the spectral illness types that will be you cong

trol?

DR. LINGEMAN: I knew you were going to asgk that. Weplantousgpa—
tients wlbse biopsies were sjent to other AFIP Registries. We could limit
this to a single Registry such as the Dental Registry, which would be pri-
marily gingivitis and relatively non-life-threatening diseases. We have
talked about that. There just may not be enough of them. ’

We do not want to include neoplasms of any type. We want to exclude
gkin lesions. Anything that could be confused with chloracne should be ex~
cluded,

A lot of biopsies from well people are sent to the AFIP. I think that
some decisions have to be amde about what ~— how sick should they be, how

well should they be. Hepatitis would probably be a poor control because
NEAL R. GROSS '
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herbicides can damage the liver. It would not always be possible to g
lude a chemical as the cause of the hepatitis.
S0, we have some very hard decisions to make there.

I think the AFIP epidemiologists might also suggest that in

‘ . sent to
addition to "sick"controls whose biopsies are/
the AFIP we should also select a group of well controls, maybe
through the National Death Registry or one of the other tumor
Ilregistries. I don't know, What are your suggestions?

DR. ERICKSON: 1It's a complex problem. .[The NCI often
uses a census as set up by telephone scheme. Thereby controls
from that census of well people.

~ DR. LINGEMAN: Yes, this is under consideration.
. ' We will give it a lot more considera-
tion to that before the final decision is made.

DR. GROSS: But commenting in relation to that, I
think probably you would want your control to reflect closely
a population ¢of veterans who agé generally in better health
than the general population. They are examined initially to
be inducted into the Armed Forces, drafted, whatever, and so
probablr the general level of health in veterans is superior
to what you would find in the Connecticut Tumor Registry even
if you match by age. | ’

You would want something quite comparable to the
veteran, not only in age, but in being in .the military service
in the first place.

DR. LINGEMAN: Well, I think we probably will end up

with veterans both who have cancers who have served in Vietnam

and those which have not which are sort of huilt in  controls.
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not asking race routinely_ . We need to know the race because thevre

We are going to include women as well as men, s0 that wiil be
another set of controls. Women with the same kinds of neo-
plasms who have probably not served in Vietnam, I think very
few women were in Vietnan.

DR. GROSS: Yes; It wkll be difficult to get many
cancers of the testes in them.

DR. LINGEMAN: No, you certainly wouldn't.

DR. HOBSON: Do you intend in selecting your controlg
to match deceased with deceased cdntrols and 1iviﬁg'with
living controls?

DR. LINGEMAN: Yes, we will get reports
from relatives of those who are deceased as opposed to --

DR, HOBSON: Right. |

DR. LINGEMAN: Right. We have taken that --

DR, HOBSON: I gather £from yéur little brief outline
that you intend to match -~

DR. LINGEMAN: Yes, as nearly as we can, but people
move afound a lot, Some of the materials we get come from arped
service bases all over ﬁhe world, These are not where the
people lived or grew up, so you've got a lot of confounding
factors in there. We are going to try to match them closely

by age, sex, race, where we can. Nowadays, the hospitals are

are differences in cancer rates. For example, cnacer of the testes is

rare in black men for reasons we dbn't understand.,
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Hodgkins Disease does not occur as frequently in black men as in white men.

we Will try to match them by those factors that

we can control,

MR, DeYOUNG: I have a concern about using‘the AFIP
'it#elf as a source of control, and the reason I have that
concern ~~- I may be all wet -~ I don't know ==~ is because the J
limited information that we have been.able te turn up from

the military shows that 2,4~D at least and some 2,4,5-T was
used guite extehsively on military bases as a routine grounds
management tool, and as such, I'm not cerﬁqin that this would
enable anyone that is involved with thé Armed Forces to be used
as a non-exposed control., Now, I am not sure that is critical
with this particular study, but I think it needs to be looked
at. Possibl} we need some more information from bOD on just
how extensive these things were, even in a non-tactical appli-~
cation when, for example, Chanute Air Force Base in central
L=Illinois where I am from has extensive records on 2,4-D in the
early '60's.

However, the records on 2,4,5,-T have just disap~

peared so we have no proof one way or the other on that. This

is up through '72 they used 2,4~D. Through '71 they have
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records on it,.goihg all the way back into the '60's, I can
iny assume the same was true with 2,4,5-T gnh if this was,
&ill this scotch the céntrol group'for it?

DR. LINGEMAN: Well, most of the AFIP accessions
ire from civilian sources, 60-40 now. : We
can take one civilian and one military for‘each patient; That

is something we have considered.

Using the military man for a ¢ontrol may not

a good idea because we Qan't get the geographic factor
matched
MR. DeYOUNG: One more piece of meat for your
| grinder.
DR. LINGEMAN: The average civilian ﬁ&s had great
exposure Héw thatwill ever

be resolved I really don't know. This stuff has

been around since the 1940's

MR. DeYOUNG: Good luck.

DR. SHEPARD: Dr. Hodder is with us now from the

Health Sexrvices
lmiforrred Services University of the /and we are very pleased t,o

have him as a member of our Committee. Did you have a

question, Dr, Hodder?
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COL, HODﬁER: No, I just wanted to comment just in
answer to perhaps'yohf gquestion is I think you are going to
really need multiple controls. I don't tﬁink you can get
away in this 'type of an accession system which is not a random
sample. It is a well-organizéd system as multiple sources are
bias. You are going to needlﬁifferent =-- the question of
getting a control group very much different from the cases
then you are not going to be able to speak to what caused the
difference. Soif you will take a control group that was'.
totally non-exposed to military you wouldnit - the;e is a
considerable selection by -- it is just ih the military popula-
tion of its own.

It is a different population because you exclude
people with underlying conditions that may effect disease
outcome, On the other hand, yéu do havé to control somewhat
for the base that your are looking at, so you would probably
have to use a military control group, the random sample group
or the 10 percent sample. I think to adequately compare that
you have to loock at these two grcups, two or three-control
groups.-

DR. GROSS: One more comment, Dr. Lingeman, isn't
it true that thé vast =-- I am acqguainted with things that come
td the AFIP, other registries -- isn't it true that the cases that
tend to be accessions sent to you by civilian pathologists

or military are really non-routine type things? They present

NEAL R. GROSS
COURT REPORTERS AND TRANSCRISERS
1330 VERMONY AVENUE, NW
{2302) 234.443) WASHINGTON, D.C. 20005 (301) 261-4443




56.

10

il

12

13

14

16
17
18
19
20
21

22

‘I

sort;e sort of difficulty where. they would like ponsultatic;ns,
so their _ routine garden variety ;casés really do no£ get
sent to the AFIP
DR, LINGEMAN'; That's t:.'ue. It depends on 1I'.he
pathologist. Sqme pathologists in a big medical’ center who
have consultants right within their own grou;; are less
likely to send them in than the pathologist who is practicing
in a small hospital out in Nebraska somewher.e who doesn’'t have
access .to expert opinions. |
| DR. GROSS: But the clear-cut case is less likely
to be sen£ to you than one with problems? -
DR. LINGEMAN: 'Right. The AFIP is more likely to
get the difficult ones. On the other hand, this may work to
our advantage because we have the 'greatea;t difficulties in epidemiologid
studies of comon
/cancers. In other words, if  the Vietnam veterans have a
lot of lung cancers we have to get a smoking history
: other ‘
to correct this and for manvghings. - the unusual
cén sd:et:ines give us more information abdut a common envirormental exposure.

3

DR. SHEPARD: Fine. I think we should take a few
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minutes break before we get to Dr. Gaffey, so if we cquldi
reconvene about 20 minutes after the hour. |

(Whereupon, a short récegs was taken.)

DR. SHEPARD:. We will resume our deliberations.

If you can pléaée take your seats, ladies and geﬁtlemen.

Next on our program is a presentation by.Dr. William
Gaffey who is with the Department of Medicine and Environmental
Health in the Monsanto Company in St. Louis, Be Wwill give'
us some,.I think, new information on some of the studies that
they have baeen conducting relating to the Nitro, West Virginia‘.
episode. Dr. Gaffey.

" DR. GAFFEY: Thank you very much. My time is limited
so I will talk fast and leave off the pearls, but perhaps a
little background is appropriate first.

The Monsanto plant at Nitro, West ﬁirginia, is a
mixed chemical plant, and from about 1948 to 196% it manu-
factured 2,4,5~T. This was, of course, contaminant witﬁ
dioxins, and we can't now reconstrucﬁ with any precision the
amount of that contamination, but we are sure it was there
because we have had scattered cases of chloracne during thg
period that the manufacture took place.

We have recently, starting about two years ago, begun
a¥series of studies of the plané, particularly the workers
éxpésed te 2,4,5-T. These have typically been cohort studies

of mortality in which we identified populations that were
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preliminary report, and you will see the sense in which it is

exposed in the past, including both those who left employment,
those who stayed, those who retired. We followed them, \
determined whether or not they had died. If-so,'gottgn the
cause of death and calculated on ;he basis of our observﬁt;onj
how many deaths we would expéct from different causes assuﬁing
-~ on the basis of the U.S. male population.

So thése studies have geperéted observed.deaths by-
cause which we have compared with expecte& deaths. One such
study has been published. It was a study of 121 men who were’
-« all of whom got chloracne as 'a result of exposure during
an explosion in the manufacturing process in 1949. No excess
mortality was found in that group. However, it was small.
There were only a total of I believe_about 30 deaths.

What we have tried to do is to do a study of a largex

group of people employed over time in that unit. This is a

Qreliminary as I go on, I welcome suggestions about the
kinds of analyses we might do further.

Now, what we had hoped to do in this study was
something very straightfofward. We hope to identify everybody
who had ever worked at the Nitro plant from World War II up
until about the end of 1977, follow them all, calculate their
mortality, then divide them up into those who.JEre exposed and
those who were not, and have two straightfprward studies.‘

Well, we are going to do that, but we have two
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59.
difficulties. One is that it is extraordinarily difgicult to
find out whether a ﬁan wasg exposed. A han has a work history
with a couple of hundred jobs in it. 1If one of those -jobs has
the right depart@ent designations,{he was exposed. So finding
the exposed people is éoﬁgthing ;ike trying to find everyone
in the telephone béok whose middle name begins with J. Thef
are all there and they can bé found, but it is a tedious job
ané we are doing it. ‘

What we managed to do‘in this case in fact was to
identify every person who had worked for at least one year as
an hourly worker at Monsanto - anytime between 1955
and 1977. Before 1955 records on people who left were incom-
plete, so we simply had to make that starting date, 1955.

We followed these peogie. There were 885 of them.
We mahaged to find all of thgm. 0f those there were 164 deaths.
What we did was to use this information to calgulage observed
and expected deaths in the-whole populatioq, Tﬁen our best
lock at exposure at this instant was done in the following way.

We took the peorle who had died, 164 of them, and for
those made a classification of exposed versus unexposed, and
then within the exposed deaths and within the unexposed deaths
we compared the distribution of causes with thé distribution
that we would have expected in a typical U.S. mfle group of
0.8, male deaths that were matched for age and year of death.'

So, in other words, what we have here is what might
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charitably be called a hybrié. Part of it is a régulaf cohort
study of the wholg plant, and then within those who havq died
we have looked at the.distriﬁution Of'caﬁses of death in those
who were exposed compared with those who were ﬁot in order to
see whether there are, ‘in fact, any differences. Are there a
greater percent#ge of deaths due to cancers in the exposed
versus the unexposedﬁ

So, very quickly, 1e£ me show you some backgrouﬁd
information on fhe group ;hat_we studied. Oh, let me stop for.
a moment. Dr., Lingeman mentioned that the calculations
invo;ved here are a little bit complicated; and what we have

done is use the standard program which was developed at

' Harvard and is_generaily available for ‘these kinds of studies.

Let's look a\iittle bit at the kinds of people we
studied. May I have the first slide, please?

I must apologize for these. They were made froﬁ a
draft and probably are not large -~ as large as they oﬁght to
be, and-later you will see an example of how a table should
not be made. |

(TABLE 1)

But at the moment, this is age distribution} and you
can see that these people were hired, the bulk of them, age
20 to 29, so the medihn‘age at hire is in the 20“;; Sp we are

looking at a group of people who, when they came to work, were

in their mid-20's. Next slide, please.
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hire date is somewhere ‘around 1940, so, again, roughly

: them we had more than a 20-year 1étency period.

6l.

(TABLE 21

When did they get hired? Well, again, the'hedian

speaking; the population was in their mid-20's when they were
hired, and they were hired sometime in the '40's, the typical
person. Next slide, please.

(TABLE 3)

How long did they work?‘ ﬁell, this is not in 2,4,5-17.
This is their total duration of employment at Monsanto, and
you f£ind it's kind of uniformly spread. About a quarter of
them were short-termers, less than 10 years, and a quarter’
each in the 10 to 20, 20 to 30, and SXB?fLs. But it is-inter-
esting, and of the group approximately half of them worked

more than 20 years which means that we had for about half of

(TABLE 4)

Let:s look at the next slide. This is an example
of how not to make a slide. I‘mlsorry. There is too much.
information on it, but perhaps I can poiﬁ£ out the things that
are of interest.

What we've done is use causes of death as they are
classified in standard Government publications ef mortalit& by
cause. The death certificates that we got as part of thé study
were code& by a state health department so that the determina-

tion of the cause of death was done as part of that department'js
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routine on the same basis as the determinations underlying'
the national statisfics.

Don't worry about these too much. These are just.
the code designations in the WHO classification system for
causes of death. We observed a total of 163 deaths. We would
have expected 158 based on U.S. national figures.. That says
that the overall mortality is 3 percent more than expected.

I will have mor§ to say about this later, |

If you look down =-- ;'ve got observed and éxpected
deaths and I have a column here that says SMR. That ig the
ratio of the two of them expressed as a percentage, so if this
value is over 100, it means that the observed deaths were in
excess of what one would expeét. This is corrected for age
and for date of birth. |

The things that strike you -- some of these things

are not important, like all malignant neoplasms from the 13

'pércent excess -- that is not important. What is important

is the specific site which contributes to that excess,land if
we look down here, essentially what we find‘ié respiratory and
a rather spectacular increase from bladder cancer and some
incréasé iﬁ arteriosclerotic heart disease.

Well, also external causes of death; accidénts,
violence, homicide, suicide, Perhaps we had bétter dispose
of this one first., Here we have a mortality from bladder

cancer that is nine times as high as expected. Yes?
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‘DR, GROSS: Just a question of clarification. When
you talk about'causé.of death d4id you =~ ﬁhag exactly is that?
Is that a primarf or a single cause pf death or it indicates
that -- suppose they were mﬁltiplé diagnosis. Suppose somebody
died of pneumonia, but he héppened to have had b;adder cancer.
How'would this be .‘counted in your tabie?

DR. GAFFEY: We have used the underlying cause of |
death.

DR. GROSS: A single one for a --

DR. GAFFEY: A siﬁgle one. The ground rules for
determining that cause of death are essentially the WHO regu-
lations except that : ~we sent the certificates
to a coder in the state health department who routinely‘codés )

that, In the example §ou gave, if the man had died
of pneumonia and had been suffering from bladder cancef at the
time, the cause of death would have been pneumonia, if £he‘
doctor filled out the certificate correctly, because the
‘primary dependence on the certificate is on the judgement of

the doctor. If he puts the -- The certificate says, "This man

died from A due to B due to C," and if in the‘physician's

6pinion, the cause of death really was bladder cancer, he woula
have put, "This man died of pneumonia, the immediate cause, due
to bladder cancer." If he had so noted we would have said .

bladder cancer.

There are difficulties with cause of death on death
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certificates.

DR. GROSS: Yes.

DR. GAFFEY: And the only thing that can be’said
for them is that we have no alternative. You see, these are
people, most of whom wé get the files of the Sogial-Security
system. We have no ﬁay of reaéhing them. We can £ind out if
they died and we can get their death certificates because
those are generally public documents, but for better of worse,
we are stuck with the death certificate diagnosis, and so if
we were able to get information on'béthology, for example, our
certification would be much more correct, but it would-;hen
not be comparable with the national statistics.

Our problem is to preserve the‘proper degree of
mediocrity in determining cause of death, s¢ that we can be
comparable to the public figures.

This excess here comes from an entirely different

cause. One of the things manufactured at Nitro is something

‘called paramenobithenol, PAB, which is a bladder carcinogen.

Manufacture of that ceased in 1954 I believe or '55, but the
people who were exposed to it were plaéea on a roster and
followed and examined regularly because the exposure was known
to have placed them at a risk of bladder canceYx, so df the

9 bladder cancers here, 7 of them were on that Tollowﬂup ‘
roster and had been exposed to PAB, so I think that fairly

well aceounts for that.
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1330 VERMONT AVENUE, NW
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The othgré? Well, let's look at the next-table‘and,
we can get a little more detail on some of these things.

(TABLE 7) |

This one you're really going to need a microscope
for. I must again apologize., We lodkedlat this information
by year of hire on the theor} that the earlier the hired date
the longerlthe latency, and, of course, as you would expect,
those hired after 1960 are remarkable healthy, didn't have any|
time to die. |

Some of these other things are -- we see about the
same pattern of excess., We've got excess respiratory cancer
roughly the same in these two periods. We've got thé excess
bladder cancer, again as I recall all of the 7 PAB bladder
cancers were in this date, so when you take those out, we
don't -- there's not going to be much:going on.

Again, although I don't have it in the table, if
you were to look at éhe observed expected ratio for arterio-
sclerotic heart disease, it also is high here, here,land it's
gone from here, Next slide, please. |

(TABLE 8)

Now, I want to talk about among the deaths the
division of these people into whether or not they were exposed
té 2,4,5-T. Now, exposure here means that the; worked in the
unit from which the material was mahufactured. We don't have

any air sampling measurements or anything of that kind that
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gives an objective evidence of exposure, but we presume ahybod

# who worked in the unit had at least an awful lot more exposure

than anyone in the general popﬁlation would have had.
It turned out that of the 163 deaths 58 had been
exposed, 104 had been non-exposed, and 1 we didn't know, so

that 1 is missiﬁg from our substantive analysis. Next table,

! please.

{TABLE 9)

This is the one that is interesting.

DR. GROSS: Excuse me; Back to the previous slide,
how would thig compare with the population during that time?
I mean this is -- well, what is the ratio of exposed to non-
exposed in general?

DR. GAFFEY: I don't know which is one of the
reasons that this is a preliminary study. That is -~ gee,
this ~-

DR, GROSS: Again, to exagéerate here, suppose
that you had four or five times non-exposed.people during
that time to expose. This would be very'significant, would
it not?

DR. GAFFEY: Yes, it would.

DR. GROSS: I see.

DR. GAFPEY: Yes, it would, and what we are in the
procesé of doing is making th&t determination so that we'éan

indeed say that. Next slide, please.

b
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(TABLE 9 still being shown)

Yes, the difficulty here is . that Qhat I am going to‘
show you now is how -~ here we have -- I have iooked here in
the exposed and unexposed only at malignant neoplasms because
they seem to be the causes of interest. No, I'm sorry, I'm
sorry, that is not true. 1I've got the ;est‘of it down here.
Yeah, I've got the whole thing here.

What I have done, however, is I've said, 'Alllright,
given that we have a group of deéthg, here are the numbers of
these deaths in each cause. Here is the number in each cause
that you would expect from 58 deaths in a matched deaths from
the U.S. male population.”

So I can look at this distribution, but it doesn't
really tell me here whether 58 deaths is too many which is
the point that ybu were making.

DR. GROSS: Right.

DR. GAFFEY: That is one of the things that remains
to be unscrambled here, but for what it's worth, if_we look
at the caﬁsé distribution we see that the proportion of |
deaths due to cancer in t